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TITLE 175 HEALTH CARE FACILITIES AND SERVICES LICENSURE
CHAPTER 8 PHARMACIES
8-001 SCOPE AND AUTHORITY: These regulations govern licensure of Pharmacies. The

regulations are authorized by and implement the Health Care Facility Licensure Act, Neb. Rev.
Stat. 88 71-401 to 71-459.

8-002 DEFINITIONS

Administer means to directly apply a drug or device by injection, inhalation, ingestion, or other
means to the body of a patient or research subject.

Administration means the act of:

1. administering;

2. keeping a record of the activity; and

3 observing, monitoring, reporting, and otherwise taking appropriate action regarding
desired effect, side effect, interaction, and contraindication associated with
administering the drug or device.

Agent means an authorized person who acts on behalf of or at the direction of another person
but does not include a common or contract carrier, public warehouse keeper, or employee of a
carrier or warehouse keeper.

Applicant means the individual, government, corporation, partnership, limited liability company
or other form of business organization who applies for a license.

Biological or biological product means any virus, therapeutic serum, toxin, antitoxin or
analogous product applicable to the prevention, treatment or cure of disease or injuries of
humans.

Board means the Board of Pharmacy.

Caregiver means any person acting as an agent on behalf of a patient or any person aiding and
assisting a patient.

Central fill means the preparation, other than by compounding, of a drug, device or biological
pursuant to a medical order where the preparation occurs in a pharmacy other than the
pharmacy dispensing to the patient or caregiver.
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Chart order means an order for a drug or device issued by a practitioner for a patient who is in
the hospital where the chart is stored or for a patient receiving detoxification treatment or
maintenance treatment pursuant to Neb. Rev. Stat. 8§ 28-412. Chart order does not include a
prescription.

Complaint means an expression of a concern or dissatisfaction.

Completed application means the application that contains all the information specified in 175
NAC 8-003 and includes all required attachments and documentation and the licensure fee.

Compounding means the preparation of components into a drug product.

(&) As the result of a practitioner’'s medical order or initiative occurring in the course of
practice based upon the relationship between the practitioner, patient, and
pharmacist; or

(b) For the purpose of, or as an incident to, research, teaching, or chemical analysis
and not for sale or dispensing. Compounding includes the preparation of drugs or
devices in anticipation of receiving medical orders based upon routine, regularly
observed prescribing patterns.

D.E.A. means the Drug Enforcement Administration of the United States Department of Justice.
Department means the Department of Health and Human Services Regulation and Licensure.

Device means an instrument, apparatus, implement, machine, contrivance, implant, in vitro
reagent, or other similar or related article, including any component, part, or accessory, which is
prescribed by a practitioner and dispensed by a pharmacist or other person authorized by law to
do so.

Director means the Director of Regulation and Licensure.

Dispense or_dispensing means interpreting, evaluating, and implementing a medical order,
including preparing and delivering a drug or device to a patient or caregiver in a suitable
container appropriately labeled for subsequent administration to, or use by, a patient.
Dispensing includes:

Dispensing incident to practice;

Dispensing pursuant to a delegated dispensing permit;

Dispensing pursuant to a medical order; and

Any transfer of a prescription drug or device to a patient or caregiver other than by
administering.

e

Distribute means to deliver a drug or device, other than by administering or dispensing.

Drug means substances as defined in Neb. Rev. Stat. § 71-1,142.

Grievance means a written expression of dissatisfaction, which may or may not be the result of
an unresolved complaint.
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Healing arts means a health profession in which a licensed practitioner offers or undertakes to
diagnose, treat, operate on, or prescribe for any human pain, injury, disease, deformity, or
physical or mental condition.

Health care practitioner means any individual credentialed under the Uniform Licensing Law or
other laws of the State of Nebraska.

Labeling means the process of preparing and affixing a label to any drug container or device
container, exclusive of the labeling by a manufacturer, packer, or distributor of a nonprescription
drug or commercially packaged legend drug or device. Any such label must include all
information required by federal and state law or regulation.

Licensee means the individual, government, corporation, partnership, limited liability company
or other form of business organization legally responsible for the operation of the facility and to
whom the Department has issued a license.

Long-term care facility means a nursing facility, skilled nursing facility, intermediate care facility,
intermediate care facility for persons with mental retardation, or long-term care hospital, but not
an assisted-living facility.

Medical order means a prescription, or chart order, or an order for pharmaceutical care issued
by a practitioner.

NAC means Nebraska Administrative Code.

Patient counseling means the verbal communication by a pharmacist, pharmacist intern, or
practitioner, in a manner reflecting dignity and the right of the patient to a reasonable degree of
privacy, of information to the patient or caregiver in order to improve therapeutic outcomes by
maximizing proper use of prescription drugs and devices and also includes the duties set out in
Neb. Rev. Stat. § 71-1,147.35.

Person means an individual, corporation, partnership, limited liability company, association, or
other legal entity.

Pharmaceutical care means the provision of drug therapy for the purpose of achieving
therapeutic outcomes that improve a patient’s quality of life. Such outcomes include:

the cure of disease,

the elimination or reduction of a patient’s symptomatology,
the arrest or slowing of a disease process, or

the prevention of a disease or symptomatology.

PwnE

Pharmaceutical care includes the process through which the pharmacist works in concert with
the patient and his/her caregiver, physician, or other professionals in designing, implementing,
and monitoring a therapeutic plan that will produce specific therapeutic outcomes for the patient.

Pharmacist means any person who is licensed by the State of Nebraska to practice pharmacy.
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Pharmacist-in-charge means a pharmacist who is designated on a pharmacy license or
designated by a hospital as being responsible for the practice of pharmacy in the pharmacy for
which a pharmacy license is issued and who works within the physical confines of the pharmacy
for a majority of the hours per week that the pharmacy is open for business averaged over a 12-
month period or 30 hours per week, whichever is less.

Pharmacy means a facility where drugs or devices are dispensed.

Pharmacist intern means

1. A student currently enrolled in an accredited pharmacy program or

2. A graduate of an accredited pharmacy program serving his/her internship, the
internship to expire not later than 15 months after the date of graduation or at the
time of professional licensure, whichever comes first.

Such pharmacist intern may compound and dispense drugs or devices and fill
prescriptions only in the presence of and under the immediate personal supervision of a
licensed pharmacist. Such licensed pharmacist must either be:

a. The person to whom the pharmacy license is issued or a person in the actual
employ of the pharmacy licensee or

b. The delegating pharmacist designated in a delegated dispensing agreement
by a hospital with a delegated dispensing permit.

Pharmacy technician means an individual at least 18 years of age who is a high school
graduate or officially recognized by the State Department of Education as possessing the
equivalent degree of education, who has never been convicted of any drug-related
misdemeanor or felony, and who, under the written control procedures and guidelines of an
employing pharmacy, may perform those functions which do not require professional judgment
and which are subject to verification to assist a pharmacist in the practice of pharmacy.

Practice of Pharmacy means the

Interpretation, evaluation, and implementation of a medical order;

The dispensing of drugs and devices;

Drug product selection;

The administration of drugs or devices;

Drug utilization review;

Patient counseling;

Provision of pharmaceutical care, and

Responsibility for compounding and labeling of dispensed or repackaged drugs and
devices, proper and safe storage of drugs and devices, and maintenance of proper
records.

ONoohkwNE

Practitioner means an advanced practice registered nurse, certified registered nurse
anesthetist, certified nurse midwife, dentist, optometrist, physician assistant, physician,
podiatrist, or veterinarian.
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Premises means a facility, the facility’s grounds and each building or grounds on contiguous
property used for administering and operating a facility.

Prescription drug or device or legend drug or device means:

1. A drug or device which is required under federal law, to be labeled with one of the
following statements prior to being dispensed or delivered:

a.  Caution: Federal law prohibits dispensing without prescription; or

b. Caution: Federal law restricts this drug to use by or on the order of a licensed
veterinarian; or

C. Rx Only.

2. A drug or device which is required by any applicable federal or state law to be
dispensed pursuant only to a prescription or which is restricted to use by
practitioners only.

Prescription means an order for a drug or device issued by a practitioner for a specific patient,
for emergency use, or for use in immunizations. Prescription does not include a chart order.

Signature means the name, word, or mark of a person written in his/her own hand with the
intent to authenticate a writing or other form of communication or a digital signature which
complies with Neb. Rev. Stat. § 86-611 or an electronic signature.

Supervision means the immediate personal guidance and direction by the licensed pharmacist
on duty in the facility of the performance by a pharmacy technician of authorized activities or
functions subject to verification by the pharmacist, except that when a pharmacy technician
performs authorized activities or functions to assist a pharmacist on duty in the facility when the
prescribed drugs or devices will be administered by a licensed staff member or consultant or by
a licensed physician assistant to persons who are patients or residents of a facility, the activities
or functions of the pharmacy technician are only subject to verification by a pharmacist on duty
in the facility.

Verification means the confirmation by a supervising pharmacist of the accuracy and
completeness of the acts, tasks, or functions undertaken by a pharmacy technician to assist the
pharmacist in the practice of pharmacy.

Written control procedures and quidelines means the document prepared and signed by the
pharmacist-in-charge and approved by the Board which specifies the manner in which basic
levels of competency of pharmacy technicians employed by the pharmacy are determined, the
manner in which supervision is provided, the manner in which the functions of pharmacy
technicians are verified, the maximum ratio of pharmacy technicians to one pharmacist used in
the pharmacy, and guidelines governing the use of pharmacy technicians and the functions
which they may perform.
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8-003 LICENSING REQUIREMENTS AND PROCEDURES: Any person, including a
practitioner, intending to establish, operate, or maintain a pharmacy must first obtain a license
from the Department. A pharmacy must not hold itself out as a pharmacy or as providing health
care services unless licensed under the Health Care Facility Licensure Act. An applicant for an
initial or renewal license must demonstrate that the pharmacy meets the operational and
physical plant standards contained in 175 NAC 8.

8-003.01 Application Process for Initial Licensure

8-003.01A Applicant Responsibilities: No person may operate a pharmacy until the
Department has issued either a provisional pharmacy license or a pharmacy license
for that pharmacy. An applicant for an initial pharmacy license must:

1. Intend to provide pharmacy services as stated in the application;

2. Comply with the applicable standards specified in 175 NAC 8-006 and
8-007;

3. Submit a signed application verifying that all information in the
application is correct. The application must contain the following:

Pharmacy or practitioner name,

Pharmacy or practitioner street address,

Pharmacy or practitioner telephone number,

Name of owner(s), partners, or corporation,

If a corporation, name of corporate officers,

Mailing address(es) of owner(s), partners, or corporation,
Anticipated opening date,

Anticipated days and hours pharmacy will be open for business,
Name of pharmacist-in-charge or name of practitioner,

Nebraska license number of pharmacist-in-charge or Nebraska
license number of practitioner,

Expiration date of the license of the pharmacist-in-charge or
expiration date of practitioner’s license,

If controlled substances are to be dispensed, the D.E.A.
registration number or proof that an application is in process,

m. A description of how the pharmacy meets the following
requirements:

T TS@mooooTw
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(1) The prescription inventory and prescription records of the
pharmacy must be maintained in a secure location when
there is no pharmacist on the premises.

(2) The pharmacy must store drugs, devices, and biologicals at
the proper temperature.

(3) The pharmacy must not have in its saleable inventory any
drug, device, or biological which is misbranded or
adulterated.

(4) The pharmacy must provide the pharmacist access to all
equipment appropriate for the accurate, efficient, and safe

6
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provision of the services available in that pharmacy. List all
services intended to be provided by the pharmacy.

(@) Examples of services which may be provided by a
pharmacy include, but are not limited to: ambulatory
dispensing, unit-dose dispensing, sterile
compounding, non-sterile compounding, and
administration of vaccinations or injections.

(5) The pharmacy must provide the pharmacist access to all
facilities appropriate for the accurate, efficient, and safe
provision of the services available in that pharmacy.

(6) The pharmacy must provide the pharmacist access to all
utilities appropriate for the accurate, efficient, and safe
provision of the services available in that pharmacy.

(7) The pharmacy must provide the pharmacist access to all
reference material appropriate for the accurate, efficient,
and safe provision of the services available in that
pharmacy. These references must be current, in either
printed or electronic form, and available at all times while the
pharmacist is practicing for that pharmacy. List the
references to be used in the pharmacy; and

4. Submit the required fee as specified in 175 NAC 8-004.11.

8-003.01B Department Process for Initial Licensure: The initial license process

occurs in two stages. The application is not complete until the Department receives
the documents specified in 175 NAC 8-003.01A3.

8-003.01B1 Provisional Pharmacy License: The first stage consists of the

Department conducting an opening inspection according to 175 NAC 8-005.01
to determine the applicant’s ability to comply with the operational and physical
plant standards contained in 175 NAC 8-006 and 8-007. The Department will:

1.

2.

Review the application for completeness as part of the opening
inspection in accordance with 175 NAC 8-005.01;

Provide notification to the applicant of any information needed to
complete the application;

Issue a provisional pharmacy license if the Department
determines that the pharmacy has substantially complied but fails
to fully comply with the requirements for licensure under the Act
and that the failure does not pose an imminent danger of death or
physical harm to the persons served by the pharmacy. The
provisional license:

a. Is valid for up to one year;
b. Is not renewable; and
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C. May be converted to a regular license upon a showing
that the pharmacy has fully complied with the
requirements for licensure; or

Deny the provisional pharmacy license if the Department
determines that the pharmacy fails to fully comply with the
requirements for licensure under the Act and that the failure poses
an imminent danger of death or physical harm to the persons
served by the pharmacy.

Pharmacy License: The second stage consists of the

Department’s initial on-site inspection of the pharmacy in accordance with 175
NAC 8-005.02. The Department determines whether or not the applicant for a
pharmacy license fully meets the standards contained in 175 NAC 8 and the
Health Care Facility Licensure Act. The Department will:

1.

Conduct an initial on-site inspection in accordance with 175 NAC
8-005.02 within 60 days after the issuance of the provisional
pharmacy license;

Provide notification to the applicant of the results of the initial on-
site inspection within 10 days after the completion of the
inspection, in accordance with 175 NAC 8-005.02;

Issue a pharmacy license based on the results of the initial on-site
inspection if the Department determines that the pharmacy has
fully complied with the requirements for licensure under the Act;
Issue a pharmacy license based on the results of the initial on-site
inspection if the Department determines that the pharmacy has
substantially complied but fails to fully comply with the
requirements for licensure under the Act and that the failure does
not pose an imminent danger of death or physical harm to the
persons served by the pharmacy; and/or

Deny the pharmacy license if the Department determines that the
pharmacy fails to fully comply with the requirements for licensure
under the Act and that the failure poses an imminent danger of
death or physical harm to the persons served by the pharmacy.

8-003.01C Denial of License: The Department may deny a pharmacy license when

an applicant fails to meet the requirements for licensure, including:

1.
2.
3

4.

Failing an inspection;

Failing to meet a compliance assessment standard;

Having had a license revoked within the two-year period preceding
application; or

Any of the grounds listed in 175 NAC 8-008.01B.

8-003.02 Renewal Licenses

8-003.02A Department Responsibilities: The Department will:

8
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Send a notice of expiration and an application for renewal to the
applicant’s preferred mailing address no later than 30 days prior to the
expiration date. The license renewal notice specifies:

Date of expiration;

Fee for renewal;

License number; and

Name and address of the pharmacy.

apow

Issue a renewal when it determines that the applicant has submitted a
completed application;

Send to each licensee that fails to renew its license a second notice,
which is the final notice and specifies that:

a. The licensee failed to pay the renewal fee or submit an application
or both;

b. The license has expired,;

C. The Department will suspend action for 30 days following the date
of expiration;

d. Upon receipt of the renewal fee and completed renewal
application, the Department will issue the renewal license; and

e. That upon failure to receive the renewal fee and completed
renewal application, the license will be lapsed.

Place the pharmacy license on lapsed status for nonpayment of fees if
the licensee fails to renew the license. During this time, the pharmacy
may not operate. The license remains in lapsed status until it is
reinstated.

Licensee Responsibilities: The licensee must submit:

1.
2.

3.
4.

The application for renewal;

Confirmation as requested by the Department of the pharmacy’s or
practitioner’s current D.E.A. Registration, if any;

The name of the pharmacist-in-charge or the practitioner; and

The required renewal fee as specified in 175 NAC 8-004.11.

8-003.02C Refusal to Renew: The Department may refuse renewal of a pharmacy

license that fails to meet the requirements for renewal, including:

1. Failing an inspection;

2. Failing to meet a compliance assessment standard;

3. Having had a license revoked within the two-year period
preceding application; or

4.  Any of the grounds listed in 175 NAC 8-008.01B.
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8-003.03 Reinstatement from Lapsed Status: A pharmacy requesting reinstatement of its
lapsed license must submit to the Department an application for reinstatement and pay
the required license fee specified in 175 NAC 8-004.11. The application must conform to
the requirements specified in 175 NAC 8-003.02.

8-003.03A The Department will review the application for completeness and will
decide if an on-site inspection is needed to determine compliance with the
operational and physical plant standards of 175 NAC 8-006 and 8-007. The
decision is based on the following factors:

1. The length of time that has transpired from the date the license was
placed on lapsed status to the date of the reinstatement application; and

2. Whether the pharmacy has provided pharmacy services from the site
under a license that is different from the lapsed license.

8-003.03B When the Department decides that an on-site reinstatement inspection
is warranted, it will conduct the inspection in accordance with 175 NAC 8-005.02.

8-003.03C When the Department decides that an on-site reinstatement inspection
is not warranted, it will reinstate the license.

8-003.03D Refusal to Reinstate: The Department may refuse reinstatement of a
pharmacy license that fails to meet the requirements for reinstatement, including:

1. Failing an on-site inspection;

2. Failing to meet a compliance assessment standard;

3 Having had a license revoked within the two-year period preceding
application; or

4.  Any of the grounds listed in 175 NAC 8-008.01B.

8-003.04 Permanently Closing a Pharmacy

8-003.04A When a pharmacy ceases legal existence, discontinues business or has
a change of ownership, the pharmacist-in-charge or practitioner of that pharmacy
must notify the Department within 15 days of closing.

8-003.04B The notice must include the following information:

1. The sale or other disposition of legend drug, device, or biological
inventory,

2. The sale or other disposition of controlled substances and controlled
substances invoices and inventory records, and

3. The location of all patient records including prescription files.

8-003.04C The pharmacist-in-charge or practitioner must return the following to the
Department:

1. The pharmacy license,

10
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2. The pharmacy’s D.E.A. Registration, if any,
3. All unused D.E.A. Forms 222 for the pharmacy, if any, and
4 All unused D.E.A. Forms 222a or 222d for the pharmacy, if any.

8-003.04D When the closing of a pharmacy is anticipated, the pharmacist-in-charge
or practitioner is responsible for notifying patients of that pharmacy that they will
need to seek service elsewhere. The notification can be accomplished through:

1. Advertisement in a newspaper appropriate to the location of the
pharmacy,

2. Written notice to patients of the pharmacy, or

3. Other such notice as is appropriate.

8-004 GENERAL REQUIREMENTS

8-004.01 License Usage: The licensee must not provide pharmacy services except those
set out in their initial application for a pharmacy license or any amendment thereto.

8-004.02 Effective Date and Term of License: A pharmacy license expires on July 1 of
each year.

8-004.03 License Not Transferable: A license is issued only for the premises and
persons named in the application and is not transferable or assignable. Change of
ownership (sale, whether of stock, title, or assets, lease, discontinuance of operations) or
change of premises terminates the license. |If there is a change of ownership and the
pharmacy remains on the same premises, the inspection in 175 NAC 8-005 is not
required. The new owner(s) must apply for a new pharmacy license. If there is a change
of premises, the owner(s) must apply for a new pharmacy license and the pharmacy must
pass the inspection specified in 175 NAC 8-005.

8-004.04 Notification: An applicant or licensee must notify the Department of any change
as set forth in 175 NAC 8-004.05 through 8-004.10. The following information is required
for all notifications:

Current name and license number of the pharmacy or practitioner;

Street address of pharmacy or practitioner;

Name of owner(s), partners, or corporation;

If a corporation the name of corporate officers;

Mailing address(es) of owner(s), partners, or corporation;

Reason for notifying the Department about a change in the existing license;

A signed statement from the applicant or licensee verifying that all information
is correct; and

8.  The required fee as specified in 175 NAC 8-004.11, if any.

NoosrwdhrE

8-004.05 Change of Pharmacist-in-Charge: The licensee must notify the Department
immediately when there is a change in the pharmacist-in-charge.

11
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8-004.06 Change of Ownership or Premises: The licensee must notify the Department in
writing 30 days before a pharmacy is sold, leased, discontinued, or moved to new
premises.

8-004.07 Change of Name of the Pharmacy: The licensee must notify the Department in
writing within 5 working days when there is a change in the name of the pharmacy.

8-004.08 Continuation of a Pharmacy by the Heirs or Estate of a Deceased Licensee:
The heirs or executor of the estate must notify the Department with 30 days of the death
of the licensee.

8-004.09 Change of Services: The licensee must notify the Department of any change in
the type or scope of services provided as listed on the application or amendments thereto.

8-004.10 An Accident, Natural Disaster, or Interruption in Utility Services: The licensee
must notify the Department in writing by electronic mail, facsimile, or postal service within
24 hours of any change in environment which will adversely affect the potency, efficacy,
safety or security of the drugs, devices or biologicals in the pharmacy. The notification
may be made by telephone if the event has affected the licensee’s capacity to
communicate.

8-004.11 Fees: The licensee must pay fees for licensure as follows:

8-004.11A The required fees are:
1.  Initial pharmacy license fee is $625.
2. Annual pharmacy license renewal fee is $625.
3 Duplicate license fee is $10.

8-004.11B Refunds for denied applications

1. If the Department did not perform an initial on-site inspection, the
license fee is refunded except for an administration fee of $25; or

2. If the Department performed an initial on-site inspection, the fee is not
refunded.

8-005 INSPECTIONS: Each pharmacy has the responsibility to be in compliance, and to
remain in compliance, with the regulations set out in this chapter. The Department has the
responsibility to determine that the pharmacies are in compliance at all times. For the purpose
of assuring initial and continued compliance, each pharmacy must prepare Pharmacy Quality
Assurance Reports and the Department will conduct inspections as set out below:

8-005.01 Opening Inspection: The Department will conduct an opening inspection by a
review of the application for a pharmacy license. The answers on this application will be
reviewed for accuracy, completeness, and correctness by a pharmacy inspector.
Because a pharmacy cannot be in full compliance with the operational and physical plant
standards for a pharmacy as specified in 175 NAC 8-006 and 8-007 prior to the time the
pharmacy has been in operation, the pharmacy inspector must provide a recommendation

12
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to the Department as to whether the application indicates substantial compliance with 175
NAC 8-003.01A item 3.m. in preparation for its opening, and whether the probability of full
compliance exists when the pharmacy begins to operate.

8-005.01A Department Determination: The Department will make its determination

based on the recommendation to issue or deny a pharmacy license.

8-005.01B Results of Opening Inspection

8-005.01B1 When the Department finds that the applicant substantially
complies with 175 NAC 8-003.01A item 3.m. and that any failure does not
pose an imminent danger of death or physical harm to the persons served by
the pharmacy, the Department will issue a provisional pharmacy license.

8-005.01B2 When the Department finds that the applicant fails to
substantially comply with 175 NAC 8-003.01A item 3.m., the Department will
deny a pharmacy license.

8-005.02 Initial On-site Inspection: After April 1, 2002, the Department will conduct an

announced initial on-site inspection within 60 days of the issuance of a provisional
pharmacy license. The inspection will determine whether the pharmacy fully complies
with the requirements for a pharmacy license. The pharmacist-in-charge must be present
for the initial on-site inspection.

8-005.02A Department Determination: Such determination will be made when the

pharmacy inspector:

1.

2.

Verifies the operational and physical plant standards as described on
the application for a pharmacy license are in place;

Verifies whether the written control procedures and guidelines for using
pharmacy technicians have been submitted to the Department, when
the pharmacy intends to use pharmacy technicians;

Verifies that an initial controlled substances inventory was taken, if the
pharmacy intends to dispense controlled substances, and that the
inventory is on file in the pharmacy on the date the pharmacy first
engages in the distribution or dispensing of prescription drugs; and
Ensures that the Pharmacy Quality Assurance Report as described in
175 NAC 8-005.03 is understood by the pharmacist-in-charge and
clarifies and discusses any areas that warrant attention.

8-005.02B Results of Initial On-site Inspection: The Department will review the

findings of an initial on-site inspection within 20 working days after the inspection.

8-005.02B1 When the Department finds that the provisional licensee fully
complies with the requirements of 175 NAC 8-003.01A item 3.m., 175 NAC 8-
006 and 8-007, the Department will issue a pharmacy license.
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8-005.02B2 When the Department finds that the provisional licensee does not
fully comply with the requirements of 175 NAC 8-003.01A item 3.m., 175 NAC
8-006 and 8-007 but the nature of the violations do not create an imminent
danger of death or serious physical harm to the patients of the pharmacy and
no direct or immediate adverse effect to the safety or security of the drugs,
devices, and biologicals, the Department may send to the pharmacy a letter
requesting that a statement of compliance be submitted. The letter will
include:

1. A description of each violation;

2. A request that the pharmacy submit a statement of compliance
within 10 working days; and

3. A notice that the Department may take further steps if the
statement of compliance is not submitted.

8-005.02B3 The statement of compliance submitted by a pharmacy must
indicate any steps that have been or will be taken to correct each violation and
the estimated time to correct each violation. Based on the statement of
compliance, the Department will take one of the following actions:

1. If the pharmacy submits and implements a statement of
compliance that indicates a good faith effort to correct the
violations, the Department may:

a. Allow the pharmacy to continue practice under the
provisional pharmacy license; or
b. Issue a pharmacy license.

2. If the pharmacy fails to submit and implement a statement of
compliance that indicates a good faith effort to correct the
violations, the Department may:

a. Deny a pharmacy license; and
b. Initiate disciplinary action against the provisional pharmacy
license.

8-005.02B4 When the Department finds the applicant fails to meet the
requirements of 175 NAC 8-003.01A item 3.m., 175 NAC 8-006 and 8-007
and the failure(s) would create an imminent danger of death or serious
physical harm, the Department will deny a pharmacy license and revoke the
provisional pharmacy license.

8-005.03 Pharmacy Quality Assurance Report: All pharmacies must ensure that the

pharmacist-in-charge annually submits a completed Pharmacy Quality Assurance Report
on a form made available by the Department, electronically or upon request, within 30
days of the due date of the report, as specified in 175 NAC 8-005.03C.

8-005.03A This report must provide information on the following:
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10.
11.
12.
13.

14.

15.
16.
17.

18.
19.
20.

21.
22.

23.
24.
25.
26.
27.

28.
29.
30.
31.

32.
33.
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Adequate security;

Proper environmental controls;

Appropriate cleanliness and sanitation;

Reference requirements are met;

Poison control phone number is posted,;

Required equipment is available;

A verbal offer to counsel the patient or the patient’s caregiver is being
made;

Documentation of refusal of patient counseling exists;

Only pharmacists or pharmacist interns are providing patient counseling;
Prospective drug utilization review is being conducted;

Record keeping requirements have been met;

Computer back up, if applicable, has been completed,;

Outdated inventory is segregated from stock that is intended to be sold
or dispensed and is stored in such a manner as to prevent it from being
sold or dispensed,;

Misbranded or adulterated inventory is segregated from stock that is
intended to be sold or dispensed and is stored in such a manner as to
prevent it from being sold or dispensed;

Unit-dose labels meet requirements, if applicable;

Controlled substances inventory records are complete and accurate;

A copy of the biennial inventory and other required inventories was sent
to the Department, when applicable;

All D.E.A. Forms 222 are properly completed;

All controlled substance Schedule Il invoices are properly maintained;
All  controlled substance Schedule 1lI-V invoices are properly
maintained;

All controlled substances are properly stored,;

All controlled substance transfers between registrants have been
properly recorded;

Date of issuance is recorded on all prescriptions;

Date of initial filling on all prescriptions;

All prescriptions bear the name of the patient;

All controlled substance prescriptions contain the patient’s address;

All prescriptions contain the name of the prescriber and if written, the
prescriber’s signature in indelible ink or indelible pencil and contain the
name of the prescriber either stamped, typed or clearly handwritten;

All controlled substance prescriptions contain the prescriber’s address,
All controlled substance prescriptions contain the D.E.A. number of the
prescriber;

All prescriptions contain the name, strength and quantity of medication
dispensed,;

Compliance with refill requirements;

All prescriptions contain directions for use by the patient or caregiver;
Partial fillings are properly recorded and dispensed appropriately;
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34. All dispensed prescriptions for a controlled substance Schedule Il are
signed and dated on the face of the written prescription by the
pharmacist or pharmacist intern;

35. All emergency controlled substance Schedule Il authorizations are
properly recorded;

36. Facsimile or electronic transmission requirements are followed;

37. All prescriptions are checked for correct interpretation and filling;

38. All prescription containers are properly labeled;

39. Allinventory labels meet the requirements;

40. An original hard copy is on file for all controlled substance Schedule Il
prescriptions, except when otherwise allowed by the Uniform Controlled
Substances Act;

41. Compliance with the Drug Product Selection Act;

42. All initial prescription fillings and refills are dated, initialed, and
documented,;

43. Proper prescription filing system is used and maintained,;

44, Proper records for emergency drug boxes are maintained, if applicable,

45. Approved written control procedures and guidelines for the use of
pharmacy technicians are followed;

46. Controlled substance Power-of-Attorney forms are complete and
appropriately filed, if applicable; and

47. All information supplied on the application for a pharmacy license
pursuant to 175 NAC 8-003.01A item 3.m. is complied with.

8-005.03B This report must be accompanied by a signed statement from the
pharmacist-in-charge verifying that all information in the Pharmacy Quality
Assurance Report is accurate, complete, correct, and in compliance with 175 NAC
8-003.01A item 3.m., 175 NAC 8-006 and 8-007.

8-005.03C The Pharmacy Quality Assurance Report is due one year from the date
of the initial on-site inspection, and annually thereafter.

8-005.03D Department Responsibilities: The Department will review the Pharmacy
Quality Assurance Report within 20 working days after the report is submitted to
determine whether the pharmacy:

1. Is providing the services and is operating in a manner that is consistent
with the information provided in the application for a pharmacy license
and any amendments thereto.

2. Is being operated in compliance with the Health Care Facilities
Licensure Act and these regulations.

8-005.04 Annual Inspection: After April 1, 2002, all pharmacies are subject to an annual
inspection to determine whether a pharmacy fully complies with the requirements of 175
NAC 8-003.01A item 3.m., 175 NAC 8-006 and 8-007. The inspection may occur by a
self-inspection or by an on-site inspection.
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8-005.04A Self-Inspection: The Pharmacy Quality Assurance Report will fulfill the
annual inspection requirement when the Department determines that the report
indicates that the pharmacy is in full compliance with the Health Care Facilities
Licensure Act and these regulations. However, the report will not fulfill the annual
inspection requirement when:

1. The Department has determined, based on the review of the Pharmacy
Quality Assurance Report, that the pharmacy is not in compliance with
the Health Care Facilities Licensure Act or these regulations;

2. The pharmacy failed to be in full compliance with the regulations at the
time of its last inspection;

3.  The pharmacy failed to submit a Pharmacy Quality Assurance Report;

4. The pharmacy is randomly selected as part of the 25% of licensed
pharmacies chosen for inspection; or

5. Five years have elapsed since the pharmacy was subjected to an on-
site inspection.

8-005.04B On-site Inspection: When the Department determines, based upon the
criteria specified in 175 NAC 8-005.04A, that the Pharmacy Quality Assurance
Report does not fulfill the annual inspection requirement, a pharmacy inspector will
conduct an on on-site inspection to determine compliance with the Health Care
Facilities Licensure Act and these regulations.

8-005.04C Results of Annual Inspections

8-005.04C1 When the Department finds that the pharmacy fully complies with
the requirements of 175 NAC 8-003.01A item 3.m., 175 NAC 8-006 and 8-
007, the Department will notify the pharmacy of its compliance within 30 days
after the inspection.

8-005.04C2 When the Department finds that the licensee does not fully
comply with the requirements of 175 NAC 8-003.01A item 3.m., 175 NAC 8-
006 and 8-007, but the nature of the violations do not create an imminent
danger of death or serious physical harm to the clients of the pharmacy and
no direct or immediate adverse effect to the safety or security of the drugs,
devices, and biologicals, the Department may send to the pharmacy a letter
requesting that a statement of compliance be submitted. The letter will
include:

1. A description of each violation;

2. A request that the pharmacy submit a statement of compliance
within 10 working days; and

3. A notice that the Department may take further steps if the
statement of compliance is not submitted.

8-005.04C3 The statement of compliance submitted by a pharmacy must
indicate any steps that have been or will be taken to correct each violation and
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the estimated time when each correction will be completed. Based on the
statement of compliance, the Department will take one of the following actions:

1.

If the pharmacy submits and implements a statement of
compliance that indicates a good faith effort to correct the
violations, the Department will notify the licensee of the
acceptance of the statement of compliance; or

If the pharmacy fails to submit and implement a statement of
compliance that indicates a good faith effort to correct the
violations, the Department may initiate disciplinary action against
the pharmacy license.

8-005.04C4 When the Department finds that the pharmacy fails to meet the
requirements of 175 NAC 8-006 and 8-007, and the failure(s) would create an
imminent danger of death or serious physical harm, the Department will
revoke the pharmacy license.

8-005.05 Re-inspections

8-005.05A The Department may conduct re-inspections to determine if a pharmacy
fully complies with the requirements of 175 NAC 8-006 and 8-007. Re-inspection

OocCcurs:

PO

After the Department has issued a provisional license;

Before a provisional license is converted to a regular license;

Before a disciplinary action is modified or terminated; or

After the Department receives a statement of compliance for cited
violations.

8-005.05B Following a re-inspection, the Department may:

el o

Convert a provisional license to a regular license;

Affirm that the provisional license is to remain effective;

Modify a disciplinary action in accordance with 175 NAC 8-008.02; or
Grant full reinstatement of the license.

8-005.06 Compliance Inspections: The Department may, following the initial licensure of

a pharmacy, conduct an unannounced on-site inspection at any time it deems necessary
to determine compliance with 174 NAC 8-006 and 8-007. The inspection may occur
based on random selection or focused selection.

8-005.06A Random Selection: Each year the Department may inspect up to 25%

of the pharmacies based on a random selection of pharmacies.

8-005.06B Focused Selection: The Department may inspect a pharmacy when the

Department is informed of one or more of the following:
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1. An accident or natural disaster resulting in damage to the physical plant;
or interruption of utility services which could result in adverse effects to
the potency, efficacy, safety or security of the drugs, devices and
biologicals;

2. A complaint alleging violation of the Health Care Facility Licensure Act
or these regulations;

3. A complaint that raises concern about the maintenance, operation, or
management of the pharmacy;

4, Financial instability of the licensee or of the licensee’s parent company;

5. Change of: scope or type of services offered, management or location;

6. Failure to submit a Pharmacy Quality Assurance Report within 30 days
of the due date;

7. Submitting incomplete or questionable answers on the Pharmacy
Quality Assurance Report;

8.  Any other event that raises concerns about the maintenance, operation,
or management of the pharmacy.

8-006 STANDARDS FOR THE OPERATION OF A PHARMACY: The pharmacy must operate
in accordance with the services as specified on the application for a pharmacy license or
amendments thereto.

8-006.01 staffing Requirements: Each pharmacy must maintain a sufficient number of
staff with the qualifications, training, and skills necessary to meet patient needs. The
pharmacy must ensure that the staff hired meets the following requirements:

8-006.01A Pharmacists hired by the pharmacy must have a pharmacist license on
active status in accordance with 172 NAC 128.

8-006.01A1 A pharmacy must not coerce or attempt to coerce a pharmacist:

1. To dispense a prescription drug or device against the professional
judgment of the pharmacist or as ordered by the prescribing
practitioner;

To enter into a delegating dispensing agreement; or

To supervise any pharmacy technician for any purpose or in any
manner contrary to the professional judgment of the pharmacist.

wnN

8-006.01B The pharmacy must have a pharmacist-in-charge and must ensure that
the pharmacist-in-charge has the qualifications, training, and skills necessary to
meet the requirements according to these regulations.

8-006.01C The pharmacy may employ pharmacist interns who must practice in
accordance with 172 NAC 128-011.

8-006.01D The pharmacy may employ pharmacy technicians. Prior to the use of
pharmacy technicians in a pharmacy, a copy of the pharmacy’s written control
procedures and guidelines must be submitted to the Department and these
guidelines must be approved by the Board. The original, approved, written control
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procedures and guidelines and any approved amendments must be retained at the
pharmacy. The written control procedures and guidelines, for the use of pharmacy
technicians must contain the following information:

1.
2.
3

10.
11.
12.

13.

14.

15.
16.

Name, street address, and telephone number of the pharmacy;

Name and Nebraska license number of the pharmacist-in-charge;
Means used by the pharmacy to determine that pharmacy technicians
are at least 18 years of age;

Means used by the pharmacy to determine that pharmacy technicians
have met the educational requirements of a high school diploma or
G.E.D;

Means used by the pharmacy to determine that pharmacy technicians
have never been convicted of any drug-related misdemeanor or felony;
Means used by the pharmacy to provide training, on-site in the
pharmacy, by a pharmacist, within the first month of employment of a
pharmacy technician, on all components required by law;

Means used to document training of pharmacy technicians;

Means used by the pharmacy to confirm that pharmacy technicians
have achieved a basic level of competency following training;

Maximum ratio of pharmacy technicians to one pharmacist working in
the pharmacy at any time;

Method used by the pharmacy to supervise pharmacy technicians;
Tasks and functions which pharmacy technicians are allowed to perform
in the pharmacy;

Method used by the pharmacy to assure that pharmacy technicians do
NOT perform any task or function, which requires professional
judgment;

Method of documentation used by the pharmacy to show that all drugs,
devices, or biologicals dispensed with the assistance of a pharmacy
technician conform to the order that authorized the drug, device, or
biological to be dispensed;

Method of documentation used by the pharmacy to show that all acts,
tasks and functions performed by pharmacy technicians are verified by a
pharmacist as being accurate and complete;

Method used to identify pharmacy technicians while on duty; and

A notarized, signed statement from the pharmacist-in-charge verifying
that all information in the application is correct.

8-006.02 Storage Requirements

8-006.02A The pharmacy must provide equipment for the storage of drugs,
devices, and biologicals at the proper temperature:

1.

2.

Drugs, devices, or biologicals requiring refrigeration must be stored
between 36 and 46 degrees Fahrenheit.
Drugs, devices, or biologicals requiring a freezer must be stored
between -4 and 14 degrees Fahrenheit.
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Drugs, devices, or biologicals requiring storage in a cool place must be
stored between 46 and 59 degrees Fahrenheit, or under refrigeration,
between 36 and 46 degrees Fahrenheit, unless otherwise specified.
Drugs, devices, or biologicals requiring storage at controlled room
temperature must be stored between 59 and 86 degrees Fahrenheit.
Other labeled storage instruction for drugs, devices, or biologicals must
be followed.

8-006.02B Drugs, devices, and biologicals stored in a refrigerator must be kept in a
separate compartment from food.

8-006.02C The prescription inventory and prescription records of the pharmacy
must be maintained in a secure location when there is no pharmacist on the
premises. Loss of prescription inventory or prescription records due to theft or any
other cause resulting from failure to secure the inventory or records are grounds for
disciplinary action.

8-006.02D The pharmacy must not have in its dispensable inventory any drug,
device, or biological which is misbranded or adulterated.

8-006.03 Record Keeping Requirements

8-006.03A All pharmacies must maintain the following records:

1.

All pharmacies which use electronic record keeping systems must
comply with the non-inventory record keeping requirements set out in
Title 21 of the Code of Federal Regulations, Part 1304 and Part 1306,
which are attached to these regulations and incorporated by this
reference.

All pharmacies, which use a central record keeping system, must
comply with all record keeping requirements set out in Title 21 of the
Code of Federal Regulations, Part 1304, which are attached to these
regulations and incorporated by this reference.

All pharmacies, which handle controlled substances, must keep
complete and accurate records of receipt and disposition of all
controlled substances accepted into inventory.

All pharmacies must keep accurate and complete records of dispensed
drugs, devices, and biologicals returned to the dispensing pharmacy for
immediate destruction by a pharmacist.

Both pharmacies involved in central filling must keep complete and
accurate records of the receipt and disposition of drugs, devices, or
biologicals, including but not limited to:

a. Name of the pharmacist filling or refilling the prescription;

b. Name of the pharmacy filling or refilling the prescription; and
C. Name of the pharmacy that dispensed the prescription.
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6. Any record, which contains privileged and confidential patient
information, must be stored, secured, and disposed of in a manner that
ensures confidentiality.

7. A copy of the documents used to determine the qualifications of a
pharmacy technician as required in 175 NAC 8-006.01D items 3-5.

8-006.03A1 Prescription Files

1. Original hard copies of all dispensed prescriptions must be filed, in
numeric order, in a three-file system as follows:

a

b.

C.

One file for controlled substance prescriptions in Schedule
Il;

One file for controlled substance prescriptions in Schedules
I, 1V, and V; and

One file for all other dispensed prescriptions.

2. Original hard copies of all dispensed prescriptions must include
the following information:

a.

cooo

All information required for prescriptions as set forth in 175
NAC 8-006.04B;

Prescription serial number;

Date of initial filling;

Quantity dispensed;

If an emergency verbal Schedule Il controlled substance
prescription, “authorization for emergency dispensing” must
appear on the face of the prescription; and

If a Schedule Il controlled substance prescription, the
pharmacist or practitioner filling the prescription must write
the date of filling and his/her own signature on the face of
the prescription.

3. Original hard copies of all prescriptions dispensed must be
maintained by the pharmacy for five years from the date of
dispensing.

8-006.04 Dispensing Requirements

8-006.04A An automatic or vending machine, as found in Neb. Rev. Stat. § 71-
1,147.15, is a mechanical device or process which does not have a pharmacist
verifying the final product prior to presentation to the patient or caregiver. These
regulations do not prohibit the use of mechanized counting machines, robotics, or
other mechanical devices in the process of filling prescriptions. These regulations
prohibit the use of these machines when there is no verification by a pharmacist.

8-006.04A1 When a pharmacy utilizes an automatic counting machine to
assist a pharmacist in dispensing drugs documentation as to type of
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equipment, serial numbers, and policies and procedures for system operation
must be maintained on-site in the Pharmacy for review by the Board of
Pharmacy. Systematic documentation must be established to assure:

1.

2.

All controlled substances dispensed using this system are
accounted for;

Drugs are maintained in a clean and sanitary environment and
stored in accordance with current USP standards and in
accordance with manufacturer labeling;

Drug dispensed are tracked by lot number and expiration date;
and

Cassettes used in the counting machine, if any, are labeled with
the following:

Name of drug;

Strength of the drug, if applicable;

Dosage form of the drug; and

The lesser of manufacturer’'s expiration date or expiration
date of one year from transfer of drug to cassette

aoow

8-006.04A2 Pharmacies must maintain records with complete and accurate
information of the following:

1.

oukwnN

Date of transfer of the drug from the original container to the
cassette;

Drug name, strength, dosage form, and quantity;

Manufacturer, distributor, or packager name;

Manufacturer, distributor, or packager lot number;

Manufacturer, distributor, or packager expiration date; and

Name and signature of person performing the transfer.

a. If the person loading the cassette is not a pharmacist, the
responsible pharmacist must co-sign the records, verifying
all drug transfer information is complete and accurate; and

b. If the drug being transferred is a controlled substance, two
signatures must appear in the records verifying the transfer.

Verification that the central delivery chute and drug cassettes are
kept in a clean manner according to manufacturer's
recommendations and the method and substances used to clean
these items; and

Quarterly documentation, which verifies actual count, by a
pharmacist, against the machine for controlled substances
dispensed from the cassettes in the quantity most commonly
dispensed.

8-006.04A3 The expiration date for drugs transferred to cassettes must be
the expiration date as determined by the manufacturer/distributor or a
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maximum of one year from the date of transfer, whichever is shorter. In the
event that a cassette holds products containing drugs reflecting different lot
numbers and expiration dates, the shortest expiration date will apply.

8-006.04A4 In the event of a FDA or State ordered Class | or Class Il recall,
all affected drugs must be recalled and removed from commerce. In the event
that a cassette holds products from multiple lot numbers, all dosage units
remaining in the container must be removed from commerce.

8-006.04A5 When specially calibrated cassettes are used, any changes
occurring in the drug strength, or the drug manufacturer, distributor, or
packager will require the acquisition of a new calibrated cassette or die from
the manufacturer or distributor of the automatic counting machine.

8-006.04A6 Schedule Il controlled substances cannot be transferred into or
dispensed from automatic counting machines.

8-006.04B A prescription must contain the following information prior to being filled
at a pharmacy:

1. Patient’'s name or if the patient is non-human, the name of the owner
and species of the animal;

Name of the drug, device, or biological;

Strength of the drug or biological, if applicable;

Dosage form of the drug or biological, if applicable;

Quantity of drug, device, or biological prescribed;

Directions for use;

Date of issuance;

Prescriber's name and the name of the supervising or collaborating
physician, when applicable;

Number of authorized refills; and

NG~ WN

©

a. When the refill designation on the prescription is prn or Pro re
nata, such designation, unless otherwise limited, means:

(1) If a prescription for a controlled substance in Schedules llI-
V, refill five times in the six months from the date of
issuance, or

(2) If a prescription for a non-controlled drug, device or
biological, refill for 12 months from the date of issuance.

(3) Controlled Substances in Schedule Il cannot be refilled and
a refill designation on a prescription for a controlled
substance in Schedule Il has no meaning.

10. If the prescription is for a controlled substance, the following additional
information is required to be on the prescription:

a. Patient’s address,

24



EFFECTIVE
4/29/07

NEBRASKA HEALTH AND HUMAN SERVICES Pharm

REGULATION AND LICENSURE 175 NAC 8

b. Prescriber’s address, and
C. Prescriber’'s D.E.A. registration number.

8-006.04C Unit-Dose is a Packaging System

1.
2.
3.

4.

That contains individual sealed doses of a drug;

That may or may not attach the sealed doses to each other by
placement in a card or other container;

Where the container may not contain doses for a period of greater than
14 days; and

That is non-reusable.

8-006.04D Unit-Dose Containers: Unit-dose containers returned to the dispensing

pharmacy, from a long term care facility, for credit, must have a lot humber and
expiration date/calculated expiration date.

1.

The calculated expiration date is used when the drug has been
repackaged by the pharmacist into a unit-dose packaging system and is
25% of the remaining time between the date of repackaging and the
manufacturer’s or distributor's expiration date or six months from the
date of packaging, whichever is less.

Lot number is the lot number assigned by the manufacturer, distributor,
or packager.

8-006.04E In order for a pharmacy to accept the return of tablets or capsules from a
long term care facility, these tablets and capsules must be packaged in a unit-dose
container meeting the following requirements:

1.

Unit-dose containers must meet the Class A or Class B guidelines for
single-unit containers and unit-dose containers for capsules and tablets
as set forth by the United States Pharmacopoeia.

Manufacturers, distributors or pharmacists wishing to use a unit-dose
packaging system must present certified, scientific data demonstrating
compliance with the Class A or Class B guidelines for moisture
permeability as required by the United States Pharmacopoeia.

A new certificate of moisture impermeability is required when changes
are made in the product. These changes may include, but are not
limited to changes in:

a. Adhesives;
b. Plastics; or
C. Cardboard formulation.

Only containers, which meet the following tamper-evident requirements
and are approved by the Board, are considered to be returnable unit-
dose containers:
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a. The package has an indicator or barrier to entry which, if breached
or missing, can reasonably be expected to provide visible
evidence to the health care practitioner that tampering has
occurred.

b.  To reduce the likelihood of substitution of a tamper-evident feature
after tampering, the indicator or barrier to entry is required to be
distinctive by design or by the use of an identifying characteristic.
“Distinctive by design” means that the packaging cannot be
duplicated or replaced with readily available materials or through
commonly available processes.

c. A tamper-evident package may involve an immediate-container
and closure system or a secondary-container or carton system or
any combination of systems intended to provide a visual indication
of package integrity.

d. The tamper-evident feature must be designed to be and must
remain intact when handled in a reasonable manner during
dispensing to and storage at a long-term care facility.

e.  The tamper-evident feature is destroyed or rendered useless after
the container is opened.

5. The return to the pharmacy of controlled substances, halved tablets,
other broken dosage forms, and extemporaneously compounded tablets
and capsules is prohibited.

8-006.04F Prescription Label: The pharmacy must provide equipment that allows
for a legible prescription label to be affixed to the container prior to dispensing a
drug, device or biological. The prescription label must contain the following
information:

1. Name, address, and telephone number of the dispensing pharmacy and
the central filling pharmacy, if central fill is used;

2. Serial number of the prescription;

3. Name of the drug, device, or biological, unless instructed to omit by the
prescriber;

4, Strength of the drug or biological, if applicable;

5. Directions for use;

6. Quantity of drug, device, or biological in the container; except for unit-

dose containers;

Any cautionary statements contained in the prescription;

Name of the patient or if the patient is non-human, the name of the

owner and species of the animal;

9. Name of the prescriber,

a. If prescribed by a physician assistant, both the name of the
physician assistant and the name of the supervising physician
must appear on the label. (Neb. Rev. Stat. § 71-1,107.30);
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10. Dosage form of the drug or biological if applicable; and
11. Date of filling.

8-006.04G Prescription Labels for Multi-Drug Containers: The pharmacy may allow
for the dispensing of more than one drug, device or biological in the same container
only when:

1. Such container is prepackaged by the manufacturer, packager, or
distributor and shipped directly to the pharmacy in this manner; or

2. Each drug or biological product is individually wrapped or hermetically
sealed by either the pharmacist, dispensing medical practitioner,
manufacturer, packager, or distributor; or

3. The container does not accommodate greater than a 31-day supply of
compatible dosage units and is labeled so as to identify each drug or
biological in the container in addition to all information required in 175
NAC 8-006.04F.

8-006.04H Patient Counseling: The pharmacy must provide the necessary
resources for patient counseling to occur, including but not limited to, sufficient time
and space. The pharmacy must only allow a pharmacist or a pharmacist intern to
provide patient counseling, except as provided in Neb. Rev. Stat. § 71-1,147.35.

8-006.04H1 A verbal offer to counsel must be provided to the:

1. Patient, or
2. Patient’s caregiver.

8-006.04H2 Patient counseling must occur, unless one of the following is
documented:

1. Drug, device, or biological is being administered by a health care

professional credentialed by the Department to a resident of a

hospital or a long term care facility;

Patient or caregiver refuses to be counseled;

Pharmacist, in his/her professional judgment, determines that

counseling could harm or injure the patient; or

4. Prescriber designates “contact before counseling” or words of
similar import on the prescription. In this instance, the pharmacist
must contact the prescriber prior to counseling and may use
his/her professional judgment regarding counseling following
consultation with the prescriber.

wnN

8-006.041 Drug Product Selection: The employer or such employer’'s agent may
not restrict a pharmacist from choosing to dispense, without the duly licensed
prescriber’'s express authorization, a chemically equivalent and bioequivalent drug
product in place of the drug product ordered or prescribed.
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8-006.05 Controlled Substance Requirements: A pharmacy that dispenses controlled
substances must meet the following storage and inventory requirements.

8-006.05A Controlled Substance Storage

8-006.05A1 The pharmacy must store Schedule II, 1, IV, and V controlled
substances:
1. In a locked cabinet; or

2. Distributed throughout the inventory of non-controlled substances
in a manner, which will obstruct theft or diversion of the controlled
substances.

8-006.05A2 The pharmacy must store all Schedule I controlled substances in
a locked cabinet.

8-006.05B Controlled Substance Record Keeping

8-006.05B1 Each pharmacy registered with the D.E.A. to handle controlled
substances must complete an initial inventory on the date that s/he first
engages in controlled substances activities. The information to be included on
this inventory includes:

1. Name, address, and D.E.A. registration number of the registrant;
2. Date and time the inventory was taken, or last prescription number
filled prior to taking the inventory to use as a reference point;

3.  Whether the inventory was conducted at the opening or closing of
business, when applicable; and

4, Signature of the person or persons responsible for taking the
inventory.

The original copy of the initial inventory must be maintained in the pharmacy,
for five years.

8-006.05C Controlled Substance Inventory

8-006.05C1 Each pharmacy registered with the D.E.A. to handle controlled
substances must complete a biennial inventory in odd numbered years within
24 months of the previous biennial inventory date. The information to be
included on this inventory includes:

1. Name, address, and D.E.A. registration number of the registrant;

2. Date and time or last prescription number filled prior to the
inventory being taken, for a reference point;

3.  Whether the inventory was conducted at the opening or closing of
business, when applicable; and

4. Signature of the person or persons responsible for taking the
inventory.
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The original copy of the biennial inventory must be maintained in the
pharmacy for five years.

8-006.05C2 Each pharmacy registered with the D.E.A. to handle controlled
substances must complete a controlled substances inventory whenever there
is a change in the pharmacist-in-charge. Such inventory must contain all
information required in the biennial inventory and the original copy of this
inventory must be maintained in the pharmacy for five years.

8-006.05C3 Each inventory of controlled substances must contain a complete

and accurate record of all controlled substances on hand on the date the
inventory is taken.

8-006.05C4 A copy of the initial controlled substances inventory, biennial

controlled substances inventory, or a controlled substances inventory taken
pursuant to a change in the pharmacist-in-charge must be forwarded to the
Department, within 30 days after completion.

8-006.05C5 When taking an inventory of controlled substances:

1.  An exact count or measurement of all controlled substances listed
in Schedule | or Il must be made;

2. An estimated count or measurement of all controlled substances
listed in Schedules Ill, IV, or V may be made if the container holds
1,000 or fewer tablets or capsules;

3. An exact count of all controlled substances listed in Schedules lII,
IV, or V must be made if the container holds greater than 1,000
tablets or capsules;

4, All controlled substances, which are damaged, defective, or
impure, must be included in the inventory;

5.  All controlled substances awaiting return or destruction must be
included in the inventory;

6. All controlled substances used in compounding must be included
in the inventory;

7. Schedule Il controlled substances must be listed separately from
controlled substances in Schedules Ill, 1V, and V; and

8. The inventory must include the name and strength of each
controlled substance, the finished form of the substance, and the
number of units or volume of each controlled substance.

9. If a drug or device, that has not been previously controlled is
placed into one of the controlled substance schedules, the drug or
device must be inventoried as of the effective date of scheduling
and this inventory should be stored with the biennial inventory
records.

10. If a drug or device changes schedules or is de-scheduled, the
drug or device must be inventoried as of the effective date of the
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change and this inventory should be stored with the biennial
inventory records.

8-006.05C6 The owner of any stock of controlled substances listed in Neb.
Rev. Stat. § 28-405, when the need for these substances ceases, may:

1. When the owner is a registrant:

a.

Transfer controlled substances listed in Schedule | or Il to
another registrant, but only on a D.E.A. Form-222 as
required by Neb. Rev. Stat. § 28-413;

Transfer controlled substances listed in Schedule Ill, IV, or V
to another registrant, but only in accordance with subsection
(4) of Neb. Rev. Stat. § 28-411,;

Maintain the controlled substances separate from inventory
for destruction by a pharmacy inspector, by a reverse
distributor, or by the federal D.E.A. to be documented on a
D.E.A. Form-41 or on an equivalent form supplied by the
Department; and

Comply with the requirements for disposal of controlled
substances set out in Title 21 of the Code of Federal
Regulations, Part 1307.21 and Part 1307.22, which are
attached to these regulations and incorporated by this
reference.

2. When the owner is a patient:

a.

Present the controlled substance to a pharmacy for
immediate destruction by two responsible parties acting on
behalf of the patient, one of whom must be licensed to
practice an healing art;

Who is a resident of a long term care facility or hospital, the
long term care facility or hospital must assure that these
controlled substances are destroyed as follows:

(1) If the controlled substance is listed in Schedule 1l or Il
of Neb. Rev. Stat. 8 28-405, the destruction must be
witnessed by an employee pharmacist or a consultant
pharmacist and a member of the healing arts; or

(2) If the controlled substance is listed in Schedule 1V or V
of Neb. Rev. Stat. § 28-405, the destruction must be
witnessed by an employee pharmacist or a consultant
pharmacist and another responsible adult.

3. Complete records of controlled substances destruction must be
maintained by the pharmacy, hospital, or long term care facility for
five years from the date of destruction.
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8-006.05D Controlled Substance Dispensing Requirement for Emergency
Situations: For the purpose of authorizing an emergency prescription of a controlled
substance listed in Schedule Il of Neb. Rev. Stat. § 28-405, the term emergency
situation means those situations in which the prescriber determines:

1. That immediate administration of the controlled substance is necessary,
for proper treatment of the intended ultimate user; and

2. That no appropriate alternative treatment is available, including
administration of a drug which is not a controlled substance listed in
Schedule I, and

3. That it is not reasonably possible for the prescriber to provide a signed,
written prescription to be presented to the person dispensing the
substance, prior to dispensing.

8-006.06 Radiopharmaceutical Requirements

8-006.06A In addition to the preceding requirements, any pharmacy providing
radiopharmaceutical services must comply with the regulations set forth in Neb.
Rev. Stat. 88§ 71-3515.01 to 71-3515.02 and the regulations promulgated
thereunder.

8-006.07 Disaster Preparedness and Management: The pharmacy must establish and
implement disaster preparedness plans and procedures to protect the potency, efficacy,
safety, and security of the drugs, devices, or biologicals in the pharmacy in instances of
natural (tornado, flood, etc.) or other disasters, disease outbreaks, interruption of utility
services, or other similar situations. Such plans and procedures must address and
delineate:

1. How the pharmacy will provide for the storage of drugs, devices, and
biologicals at the proper temperature;

2. How the pharmacy will provide for the disposal of drugs, devices, and
biologicals if the pharmacy determines their potency, efficacy, or safety has
been adversely affected,;

3. How the pharmacy will secure the drugs, devices, and biologicals from the
public; and

4. How the pharmacy will maintain patient records and inventory records.

8-007 PHYSICAL PLANT STANDARDS

8-007.01 The pharmacy must provide the pharmacist access to all equipment, facilities,
and utilities appropriate for the accurate, efficient, and safe provision of the services
available in that pharmacy.

8-007.02 The pharmacy must maintain the prescription department, including shelving,

counters, floor, inventory, fixtures, equipment, and utensils in a clean, orderly, and
sanitary manner.
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8-007.03 The pharmacy must provide the pharmacist access to all reference material
appropriate for the accurate, efficient, and safe practice of pharmacy or any specialty
practice of pharmacy in the facility. These references must be up to date, in either printed
or electronic form, and available at all times while the pharmacist is practicing for that

pharmacy.

8-008 DENIAL, REFUSAL TO RENEW, OR DISCIPLINARY ACTION

8-008.01 Grounds for Denial, Refusal to Renew or Disciplinary Action

8-008.01A The Department may deny or refuse to renew a pharmacy license for
failure to meet the requirements for licensure, including:

1.
2.

3.

4.

Failing an inspection specified in 175 NAC 8-005;

Failing to meet a compliance assessment standard adopted under Neb.
Rev. Stat. § 71-442 as specified in 175 NAC 8-005.04A;

Having had a license revoked within the two-year period preceding an
application; or

Any of the grounds specified in 175 NAC 8-008.01B.

8-008.01B The Department may take disciplinary action against a provisional
pharmacy license or a pharmacy license for any of the following grounds:

1.

2.

Violation of any of the provisions of the Health Care Facility Licensure
Act, or these regulations;

Committing or permitting, aiding, or abetting the commission of any
unlawful act;

Conduct or practices detrimental to the health or safety of a pharmacy
patient or employee;

A report from an accreditation body or public agency sanctioning,
modifying, terminating, or withdrawing the accreditation or certification of
the health care facility or health care service;

Failure to allow an agent or employee of the Department of Health and
Human Services, the Department of Health and Human Services
Finance and Support, or the Department of Health and Human Services
Regulation and Licensure access to the pharmacy for the purposes of
inspection, investigation, or other information collection activities
necessary to carry out the duties of these departments;

Discrimination or retaliation against a pharmacy patient or employee
who has submitted a complaint or information to the Department of
Health and Human Services, the Department of Health and Human
Services Finance and Support, or the Department of Health and Human
Services Regulation and Licensure;

Discrimination or retaliation against a pharmacy patient or employee
who has presented a grievance or information to the office of the state
long-term care ombudsman;

Failure to allow a state long-term care ombudsman or an ombudsman
advocate access to the hospital for the purposes of investigation
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necessary to carry out the duties of the office of the state long-term care
ombudsman as specified in 15 NAC 3;

9. Violation of the Emergency Box Drug Act;

10. Failure to file a report of payment or action taken due to a liability claim
or an alleged violation, as required by Neb. Rev. Stat. § 71-168.02;

11. Violation of the Medication Aide Act;

12. Failure to file a report of suspected abuse or neglect as required by
Neb. Rev. Stat. 8§ 28-372 and 28-711; or

13. Failure to account for significant, substantial shortages or overages of
controlled substances.

8-008.02 Procedures for Denial, Refusal to Renew, or Disciplinary Action

8-008.02A If the Department determines to deny, refuse renewal of, or take
disciplinary action against a license, the Department will send a notice to the
applicant or licensee, by certified mail to the last address shown on its records. The
notice will state the determination, including a specific description of the nature of
the violation and the statute or regulation violated, and the type of disciplinary action
pending.

8-008.02B The denial, refusal to renew, or disciplinary action will become final 15
days after the mailing of the notice unless the applicant or licensee, within the 15-
day period, makes a written request to the Director for an informal conference or an
administrative hearing.

8-008.02C Informal Conference

1. At the request of the applicant or licensee, the Department will hold an
informal conference within 30 days of the receipt of the request. The
conference will be held in person or by other means, at the request of
the applicant or licensee. If the pending action is based on an
inspection, the Department’s representative at the conference will not be
the individual who did the inspection.

2. Within 20 working days of the conference, the Department
representative will state in writing the specific reasons for affirming,
modifying, or dismissing the notice. The representative will send a copy
of the statement to the applicant or licensee by certified mail to the last
address shown in the Department’s records and a copy to the Director.

3. If the applicant or licensee successfully demonstrates at the informal
conference that the deficiencies should not have been cited in the
notice, the Department will remove the deficiencies from the notice and
rescind any sanction imposed solely as a result of those cited
deficiencies.

4. If the applicant or licensee contests the affirmed or modified notice, the
applicant or licensee must submit a request for hearing in writing within
five working days after receipt of the statement.

8-008.02D Administrative Hearing
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When an applicant or a licensee contests the notice and request a
hearing, the Department will hold a hearing in accordance with the
Administrative Procedure Act (APA) and the Department’'s rules and
regulations adopted and promulgated under the APA. Either party may
subpoena witnesses, who must be allowed fees at the rate prescribed
by Neb. Rev. Stat. 88 33-139 and 33-139.01.

On the basis of evidence presented at the hearing, the Director will
affirm, modify, or set aside the determination. The Director’s decision
will:

a. Be in writing;

b. Be sent by registered or certified mail to the applicant or licensee;
and

C. Become final 30 days after mailing unless the applicant or
licensee, within the 30-day period, appeals the decision.

An applicant or a licensee’s appeal of the Director's decision will be in
accordance with the APA.

8-008.03 Types of Disciplinary Action

8-008.03A The Department may impose any one or a combination of the following
types of disciplinary action against the license of a pharmacy:

1.
2.

3.

A fine not to exceed $10,000 per violation;

A prohibition on admissions or re-admissions, a limitation on enroliment,
or a prohibition or limitation on the provision of care or treatment;

A period of probation not to exceed two years during which the facility or
service may continue to operate under terms and conditions fixed by the
order of probation;

A period of suspension not to exceed three years during which the
facility or service may not operate; and

Revocation which is a permanent termination of the license. The
licensee may not apply for a license for a minimum of two years after the
effective date of the revocation.

8-008.03B In determining the type of disciplinary action to impose, the Department

will consider:

1. The gravity of the violation, including the probability that death or
serious physical or mental harm will result;

2. The severity of the actual or potential harm;

3. The extent to which the provisions of applicable statutes, rules, and
regulations were violated;

4, The reasonableness of the diligence exercised by the pharmacy in
identifying or correcting the violation;

5. Any previous violations committed by the pharmacy; and
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6. The financial benefit to the facility of committing or continuing the
violation.

8-008.03C If the licensee fails to correct a violation or to comply with a particular
type of disciplinary action, the Department may take additional disciplinary action as
described in 175 NAC 8-008.03A.

8-008.03D Temporary Suspension or Temporary Limitation: If the Department
determines that patients of the pharmacy are in imminent danger of death or serious
physical harm, the Director may:

1.  Temporarily suspend or temporarily limit the pharmacy license, effective
when the order is served upon the pharmacy. If the licensee is not
involved in the daily operation of the pharmacy, the Department will mail
a copy of the order to the licensee, or if the licensee is a corporation, to
the corporation’s registered agent; or

2. Order the temporary closure of the pharmacy pending further action by
the Department.

The Department will simultaneously institute proceedings for revocation,
suspension, or limitation of the license, and will conduct an administrative hearing
no later than ten days after the date of the temporary suspension or temporary
limitation.

1. The Department will conduct the hearing in accordance with the
Administrative Procedure Act (APA) and the Department’'s rules and
regulations adopted and promulgated under the APA. Either party may
subpoena witnesses, who must be allowed fees at the rate prescribed
by Neb. Rev. Stat. 8§ 33-139 and 33-139.01.

2. If a written request for continuance of the hearing is made by the
licensee, the Department will grant a continuance, which may not
exceed 30 days.

3. On the basis of evidence presented at the hearing, the Director will:

a. Order the revocation, suspension, or limitation of the license; or
b. Set aside the temporary suspension or temporary limitation.

If the Director does not reach a decision within 90 days of the date of
the temporary suspension or temporary limitation, the temporary
suspension or temporary limitation will expire.

4.  Any appeal of the Department’s decision after hearing must be in
accordance with the APA.

8-008.04 Reinstatement from Disciplinary Probation, Suspension, and Re-licensure
Following Revocation
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8-008.04A Reinstatement at the End of Probation or Suspension

8-008.04A1 Reinstatement at the End of Probation: A license may be
reinstated at the end of probation after the successful completion of an
inspection, if the Department determines an inspection is warranted.

8-008.04A2 Reinstatement at the End of Suspension: A license may be
reinstated at the end of suspension following:

1. Submission of an application to the Department for renewal that
conforms to the requirements of 175 NAC 8-003.02;

2. Payment of the renewal fee as specified in 175 NAC 8-004.11; and

3. Successful completion of an inspection.

The Department will reinstate the license when it finds, based on an inspection as

provided for in 175 NAC 8-005, that the pharmacy is in compliance with the

operational and physical plant standards of 175 NAC 8-006 and 8-007.

8-008.04B Reinstatement Prior to Completion of Probation or Suspension

8-008.04B1 Reinstatement Prior to the Completion of Probation: A licensee
may request reinstatement prior to the completion of probation and must meet
the following conditions:

1. Submit a petition to the Department stating:

a. The reasons why the license should be reinstated prior to
the probation completion date; and

b.  The corrective action taken to prevent recurrence of the
violation(s) that served as the basis of the probation; and

2. Successfully complete any inspection that the Department
determines necessary.

8-008.04B2 Reinstatement Prior to Completion of Suspension: A licensee
may request reinstatement prior to the completion of suspension and must
meet the following conditions:

1. Submit a petition to the Department stating:
a. The reasons why the license should be reinstated prior to
the suspension completion date; and
b. The corrective action taken to prevent recurrence of the
violation(s) that served as the basis of the suspension;

2. Submit a written renewal application to the Department as
specified in 175 NAC 8-003.02;
3. Pay the renewal fee as specified in 175 NAC 8-004.11; and
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4.  Successfully complete an inspection.

8-008.04B3 The Director will consider the petition submitted and the results of
any inspection or investigation conducted by the Department and:

a. Grant full reinstatement of the license;
b. Modify the probation or suspension; or
C. Deny the petition for reinstatement.

8-008.04B4 The Director’s decision is final 30 days after mailing the decision
to the licensee unless the licensee requests a hearing within the 30-day
period. The requested hearing will be held according to rules and regulations
of the Department for administrative hearings in contested cases.

8-008.04C Re-Licensure after Revocation: A pharmacy license that has been

revoked is not eligible for re-licensure until two years after the date of revocation.

8-008.04C1 A pharmacy seeking re-licensure must apply for an initial
pharmacy license and meet the requirements for licensure in 175 NAC 8-
003.01.

8-008.04C2 The Department will process the application for re-licensure in
the same manner as specified in 175 NAC 8-003.01.

Approved by the Attorney General: April 18, 2007
Approved by the Governor: April 24, 2007
Filed by the Secretary of State: April 24, 2007

Effective Date:

April 29, 2007
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§1303.35

(d) If any person entitled to a hearing
or to participate in a hearing pursuant
to paragraph (b) of thie section, fails to
file a request for a hearing or notice of
appearancea, o 1f he so flles and falls to
appear at the hearing. he shall be
deemed to have walved his opportnnity
for the hearing or to participate in the
hearing, nnless he shows good causs for
snch failura.

ie) If all persons entitled to a hearing
or to participate in a hearing walve or
are deemed to walve thelr opportnnity
for the hearing or to participate in the
hearing, the Administrator may cancel
the hearing, if scheduled, and issue his
final order purenant to § 130337 withont
a hearinge.

[38 FR 7786, Apr. 2, 1971, as amended at 36
FE 18731, S=pt, 31, 1871; 27 FE 10040, Ang. 8,
197% Radesignatsd at 33 FE 28600, Sept. 24,
1873]

2130235 Burden of proof.

ia)l At any hearing regarding the de-
termination or adjustment of an agere-
gate production quota, each Interestad
person  participatinge in the hearing
shall have the burden of provihg any
propogitions of fact or law asserted by
him in the hearing.

by At any hearing regarding the
lganance, adjustment, suspension, or
demial of a procurement or individual
manufacturing quota, the Admindatra-
tion shall have the burden of proving
that the requirementsa of this part for
gnch lssuance, adjustment, suspenalon,
or denlal are satisfled.

[36 FE 7786, Apr. 24, 1971, a= amended at 37
FE 10830, Aug. 8, 1972, BEedesignatad at 38 FR
50, Hept. 4, 1973 a8 amended at 62 FR
136008, Mar, 24, 1957]

2130236 Time and place of hearing.

ia) If any applicant or registrant re-
gquests a hearine on the lssuance, ad-
Justment, suspension, or denial of hia
procurement andaor individual manu-
facturing guota pursuant to § 130334,
the Admimstrator shall hold such
hearing. Motice of the hearing shall be
given to the applicant or reglstrant of
the time and place at least 230 days
prior to the hearing, unless the appli-
cant or reglatrant walves such notice
and reguesta the hearing be held at an
earlier time. in which case the Admin-
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21 CFR Ch. Il (4-1-04 Edlition)

latrator shall fix a date for such hsar-
ing a= early as reasonably posasible.

(L) The hearing will commence at the
place and time deslenated in the notice
iven purenant to paracraph (a) of this
section or in the notlce of hearine pub-
lizhed in the FEpERAL REGI2TER purai-
ant to §1308.11(c) or §1303.13 (c), but
thereafter it may be moved to a dif-
ferent place and may be continuaed
from day to day or recesaed to a later
day withont notice other than an-
nouncement thereof by the presiding
officer at the hearing.

[2 PR 7786, Apr 24, 1971, as amended ac 37
FE 10820, Aues. 8 1973 Radesipnated at 38 FR
Je60E, Bepb. 34, 1673]

4 130337

Aa gooll ag practicable after the pre-
alding officer has certified the recormd
to the Administrator, the Adminds-
trator ahall issue his order on the de-
termination or adjustment of the ag-
gregate production guota or on the
issnance, adjustiment, suspension, or
denial of the procurement gquota or -
dividual manufacturing gquota, as case
may be. The order shall include the
findings of fact and conclunalons of law
upon which the order iz based. The
order ahall specify the date on which it
shall take effect. The Administrator
shall serve one copy of his order upon
aach party in the hearine.

[26 FE 7786, Apr. 24, 1971, as amended at 27
FE 10820, Ang. 8, 1973, Radesignatad at 38 FR
Je600, Bepb, 34, 1873]

PART 1304—RECORDS AND
REPORTS OF REGISTRANTS

Final order.

GENERAL INPORMATION

Sec,

13401 Hcops of part 1504

120402 Definitions.

1404 03 Persons required oo keep records and
fils reports,

13404 Maeintsnancs of records and inven-
cories,

1404 0% ERecords of anthorised central {fill
pharmaciss and retail pharmaciss,

INVENTORY REQUIREMENTE
13411 Inventory regquirements,
CONTIHNUING RECORDS

1344 General requirements for continning
racords,



Drug Enforcement Administration, Justfice

134 33 Records for mannfactursrs, distribu-
tors, dispensers, ressarchers, importsra,
and exporters,

134 3% ERecords for chamical analyats,

13 34 ERecords for maintenance treatment
programs and detomification treatment
Programs,

134 3% Records for treatent prograins
which compound narcotics for treatment
programs and other locations,

1304 26 Additional recordlseping require-
ments applicable to dmg products con-
teining gammea-hydroxybutyric acid,

REFPORTE

1304 31 Reports from manutfactorers immport-
ing narcotic raw matsrial

1304 3% Reports of manufacturers importing
coca leaves,

1304 53 Reaports to ARCOE,

AUTHORITY: 2 TT .8 821, 827, &71(h), 458ia),
G40, unless otcherwise nobsd |

GENERAL INFORMATION

3130401 Scope of part 13404,

Inventory and other records and re-
porta reguired under section 307 or sec-
tion 1008(d) of the Act (21 T.5.C. 527 and
05811 shall be in accordance with, ard
contaln the information reguired by,
those sactions and by the sections of
thla part.

[36 FE 7980, Apr. 34, 1971, Redesiznated at 38
FE 25608, Sapt, 34, 1073]

5130402 Definitions.

Any term contalned in this part shall
have the definition set forth in section
102 of the Act (21 TIL3.C. 802 or part
1300 of this chapter.

[62 FE 13t08 Mar. 24, 1697]

3130403 Persons regquired
records and file reports.

(a) HEach registrant shall maintain
the records and inventories and shall
file the reports required by this part,
except as exempted by this section.
Any reglatrant who is authorized to
conduct other activities without belng
regilstered to condnct those activities,
elther punrsuant to §1301.23(L) of this
chapter or pursuant to §§1307.11-1307.15
af thie chapter. shall maintain the
records and inventories and shall file
the reports required by thia part for
persons reciatered to conduct such ac-
tivities. This latter requirement ashonuld
not be construoed as reguiring atoclss of

to  keep
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controlled substances being used in
various activities under one registra-
tion to be stored separately. nor that
agparate recomds are required for each
activity. The intent of the Admindstra-
tion e to permit the reglatrant to keep
ohe et of records which are adaptad by
the registrant to account for controlled
anbstances nsed In any activity. Also,
the Administration does not wish to
aciquire separate stocks of the same
aubstance to be purchased and atored
for sesparate activitiea, Otherwias,
there 12 no advantage galned by per-
mitting several activities under one
resistration. Thus, when a ressarcher
mannfactures a controlled item, he
must keep a record of the gnantity
manufacturad; when he dietributes a
quantity of the item, he mus=st nse and
keep involces or order forms to docoua-
ment the transfer: when he importa a
aubstance, he keeps as part of his
records the documentation reguired of
an importer: and when substancea are
unsed in chemical analysia, he nead not
keep a record of this becaunss such a
record wonld not be reguired of him
under a registration to do chemical
analyel=s,. All of these records may be
maintainad in one consclidated record
aystem. Similarly. the ressarcher may
atore all of his controlled iteme in one
placa, and every two years take inven-
tory of all items on hand, regardless of
whether the anbstances were manufac-
tured by him, imported by kdm. or par-
chased domestically by him, of whether
the substances will be administerad to
aubjecta, distributed to other ressarch-
ara, or deatroyed during chemical anal-
vals,

(b A regletered individual practi-
tioner is required to keep records, as
described in §12304.04, of controllad sub-
atances in Schedules IT, TIT, TV, and W
which are dispenssd, other than by pre-
acribing or administeringe in the lawiful
course of professional practice.

2y A reglstered individual practi-
tioner is not reguired to keep reconds
of controlled substances in Schadules
I, III. IV, and WV which are prescribed
in the lawful course of professional
practice. unless such substances are
prescribed in the courss of mainte-
nance or detox fleation treatment of an
individnal.
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() A registered individual practi-
tloner is not reguired to keep records
of controlled subetances leted In
Behednles I I, IV and V which are
administerad in the lawful conrse of
profesalonal practice unless the practi-
tloner regularly engages in the dis-
peneine or administerine of controlled
snbatances and charges patients, either
saparately or together with charges for
other professional services, for sub-
stances so dispensed or adminlstered.
Records are reguired to be kept for
controlled substances administered in
the course of malntenance or detoxd-
flecation treatment: of an individuaal.

{e) BEach recistered mid-level practi-
tloner shall maintain in a readily re-
trievable manner those documenta re-
gquired by the atate in which heshe
practices which deascribe the conditions
and extent of hisher anthorization to
dispenss controlled substances and
shall make such documents availlable
for inspection and coprying by author-
lzed employess of the Adminilstration.
Exzamplea of such documentation in-
clude protocola, practice guldelines or
practice agreements.

(fi Ragilsterad persons usinge any oorn-
trolled asubstances while conducting
preclinical ressarch. in teaching at a
registerad eatablishment which maln-
tains records with respect to auch sub-
stances or conducting research in con-
formity with an ezemption grantad
under aection 5051 or 5124(1) of the Fed-
aral Food, Drug, and Cosmetlc Act (21
Tr.A.C0, 865010 or 3600011 at a reglstarad
establishment which maintains records
in accordance with elither of thoss =sec-
tlons, are not reguired to kesp records
if hesshe notifies the Administration of
the name, address, and reglstration
numbear of the eatablishment maintairn-
ing euch recorda. Thiz notificaticn
shall be given at the time the person
applies for regletration or rereglatra-
tion and shall be made in ths form of
an attachment to the application,
which shall be filed with the applica-
tlon.

() A distributing registrant who uti-
lizea a freieht forwarding facility shall
malntain records to reflect transfer of
controlled substances through the fa-
cllity. Thess records must contaln the
date, tlme of transfer, numbar of car-
tons, crates, drums or other packages
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in which commercial containars of con-
trolled substances are shipped and au-
thorized signatures for each transfer. A
distributing registrant may, as part of
the initial reguest to oporate a freight
forwarding facility, request permission
to store records at a central location.
Approval of the regquest to malntain
central records wonld be implicit in
the approval of the request to operate
the facility. Otherwilses, a regquest to
maintain records at a central location
must ba snbmitted in aceordance with
§1304.04 of this part. Thess records
must be malntained for a period of two
Vears.

[ FE 7780, Apr. 24, 1971, as amended at 35
FE 18731, Bept. 2, 1971; 37 FR 15820, Ang. 8,
1573, Redssigmated at 38 FE 26808, Sspt, 24,
1672, and amsndsd at 8 FE 40823, Oct 4, 1680
ol FR 0320, Fseh, 13, 1884; 51 FE 268104, July 21,
1846, o8 FR 21175, Juns 1, 1893, 62 FERE 13058,
Bar 24, 1007; 65 FE 44670, July 19, 2000]

5 130404 DMaintenance of records and
inventories.

(a) Except as provided in paragraphs
(ail) and (ai2) of this section., everwy
inventory and other records reguired to
be kept nnder this part mnat be kept
by the registrant and be avallable, for
at least 2 yeara from the date of such
lnventory or records, for inspection
and copyine by anthorized emplovees
of the Administraticn.

(1} Financial and shipping records
{auch as involces and packing slips bat
not exscutad order forma subjlect to
B8 1206.17 and 1305.27 of thia chapter)
may be kept at a central location.
rather than at the registered location.
if the registrant has notified the Ad-
ministration of his intention to keop
cantral records. Written notification
must be submittad by regiatered or cer-
tified mall. return recelpt reguestad. in
triplicate, to the Special Agent in
Charge of the Administration in the
area 1n which the registrant is located.
TInlesa the registrant is informed by
the Speclal Agent in Charge that per-
mission to keep central records is de-
nied. the reglatrant mary maintain cen-
tral records commencing 14 days after
recelpt of his notification by the Spe-
clal Agent in Charge. All notifications
must includs the following:

(1} The nature of the records to be
kept centrally.
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(11y The ezact location where the
records will be kept.

(111y The name, address, DEA reg-
latration number and type of DEA reg-
latration of the registrant whose
records are beinge maintained centrally.

(iv) Whether central records will be
malintained in a manual, or computer
readahbla, form.

(2} A regletered retall pharmacy that
possesses additional reglstrations for
auntomatad dispensinge systems at long
term care facilities may keep all
records required by this part for those
additional registered sites at the retail
pharmacy oF other approved central lo-
catlon.

() All resiatrants that are author-
lzad to maintain a central record-
Ekeeping syatem shall be subject to the
following conditions:

(1} The records to be maintained at
the central record location shall not
include executad order forms, prescrip-
tlons and/or inventories which shall be
maintained at each registered location.

(2 If the records are kept on micrao-
film, computer media or in any form
requiring special eguipment to render
the records easlly readable, the reg-
latrant shall provide access to such
aquipment with the records. If any
code system 1= used (other than pricing
information), a keyw to the code shall be
provided to make the records under-
atandable.

(3} The recistrant acress to deliver
all or any part of soch records to the
registerad location within two business
days npon recelpt of a written request
from the Administration for such
records, and 1f the Administration
chooses to do 2o in lleu of reguiring de-
livery of such records to the registered
lacation, to allow authorized employ-
eeg of the Administration to inspect
gnch records at the central location
upon regunest by ench employvess with-
out o warrant of any kind.

(4} In the event that a registrant faila
to comply with these conditions, the
Special Agcent in Charge may cancel
auch central recordkeepine aunthoriza-
tion, and all other central record-
keeping authorizations held by the reg-
latrant without a hearing or other pro-
caedures, In the event of a cancellation
of central recordliesping aunthoriza-
tlons under this paragsraph the reg-
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latrant shall, within the time specified
by the Specilal Agent in Charge, comply
with the reguirements of this section
that all records be kept at the reg-
iatered locatiomn.

(o) Reglstranta need not notify the
Apecial Agent in Charge or obtaln cen-
tral recordkesping approval in order to
malntain records on an in-houss comn-
ruter systen.

(d)y ARCOZE participanta who desira
authorization to report from other
than thelr registered locations nmat
obtaln a separate cocentral reporting
identifier. Reguest for central report-
ing identifiera will be submitted to:
ARCOR Unit, PO, Box 28253, Central
Station, Washingeton, DO 200065,

(2) All central recordkesping permits
previonsly issued by the Administra-
tion expired Baptembar 30, 1980,

(1 Each regiatered mannfacturer, dis-
tributor, importer, exporter, narcotic
treatment program ahnd componbder
for narcotic treatment program shall
maintain inventories and records of
cantrolled subetances as follows:

(1} Inventories and records of ocon-
trolled substances listed in Schedules T
and IT shall be malintained separately
from all of the records of the reg-
latrant; and

() Inventories and recorda of con-
trolled aubstances listed in Schedules
IIT, IV, and V shall be maintained ei-
ther peparately from all other records
of the regilastrant or in such form that
the information reguired is readily re-
trievable from the ordinary bosineas
records of the resiatrant.

() BEach reglaterad individual practi-
tioner reguirad to keep records and in-
atitutional practitionsr shall maintain
inventories and records of controlled
substances in the manner prescribed in
paragraph if) of this section.

(h) Each regilstered pharmacy shall
maintain the inventories anid records of
controlled subatances as follows:

(1) Inventories and records of all con-
trolled substances listed in Schedules T
and IT =shall be maintained separately
from all other recomds of the pharmacy.
and prezeriptions for such subetances
ahall be maintained in a separate pre-
acription file: and

(27 Imventories and recorda of con-
trolled substancea listed in Schedules
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IIT, IV, and WV shall be maintained ei-
ther separately from all other recordsa
af the pharmacy or in such form that
the information required is readily re-
trisvable from ordinary  busihesa
racords of the pharmeacy, and prescrip-
tions for such esuobstances shall be
malntained either in a separate pre-
acription file for controlled substances
liated in Schedules IIT. IV, and V only
or in auch form that they are readily
retrievable from the other prescription
racordas of the pharmacy. Prescriptions
will be deemed readily retrievable if, at
the time they are initially filed. the
face of the prescription is stampsad in
rad ink in the lower right corner with
the letter “C" no leas than 1 inch high
and filed either in the prescription file
for controlled substances listed 1in
Behedules T and II or in the usual con-
aacutively numbered prescription file
for non-controlled sobstances. How-
avar, 1f a pharmacy employs an ADP
ayatem or other elesctronde record-
keeping aystem for prescriptions which
permmits identification by prescription
number and retrieval of original docu-
ments by prescriber’s name, patient'a
name, drug dispensad, and date filled,
then the requirement to mark the hard
copy prezcription with a red 207 la
walved.

(Anthority: 31 TTEC 8231 and 871ib); 38 OFR
0. 10100

[38 FE 7790, Apr. 24, 1971, a= amended at 36
FE. 13386, July 21, 1871 Redssignatsd at 33 FR
ZAEM, Bept. 24, 1873, and amendsd at 28 FR
Fraen, Oct, 26, 1074; 45 FR 44256, July 1. 1920;
47 FE. 41750, S=pt. 22, 1883; 51 FR 5820, Fsh, 13,
1946; 62 FRE 1308, Mar, 34, 1907; 70 FE 2466,
May 13, 3005]

4130405 Records of authorized cen-
tral fill pharmacies and retail phar-
MACIes.

(a) Every retall pharmacy that nti-
lizea the services of a central fill phar-
macy must keep a record of all central
fill pharmacies, including name, ad-
dress and DEA nomber, that are an-
thorized to fill prescriptions on ite be-
half. The retall pharmacy nmuast alaoc
verify the regiatration for each central
fill pharmacy authorized to fill pre-
acriptions on itas behalf. These records
must be made avallable upon request
for inapection by DEA.

G0

21 CFR Ch. Il (4-1-06 Edition)

(b Every central fill pharmacy muasat
keep a record of all retall pharmacles,
including name, address and DEA num-
ber, for which it is anthorized to fill
prescriptions. The central fill phar-
macy muat also verify the regletration
for all retail pharmacies for which it is
authorized to fill prescriptions. These
records must be made avallable upon
request for inspection by DEA.

[68 FE 27410, Juns 34, 200%]
InvENTORY REQUIREMENTE

130411

(a) General reguirements. Each inven-
tory shall contain a complete and acoa-
rate record of all controlled substances
ofl hand on the date the inventory is
taken, and shall be maintained in writ-
tern., typewrittern., or printed form at
the registered location. An inventory
talken by usze of an oral recording de-
viee must be promptly transcribed.
Controllad snbstances shall be desmed
to be on hand™ if they are in the pos-
seazion of or under the control of the
registrant, includine sulstances re-
turned by a customer, ordered by a cus-
tomer but not yet involced, stored 1o a
warehouse on baehalf of the regsiastrant.
and substances in the posssssion of em-
plovesa of the resistrant and intended
for distribution as complimentary salr-
ples. A aesparate Ilnventory shall be
made for sach regletered location and
each independent activity registerad.
except as provided in paracraph (eid)
of this section. In the event controlled
asubstances in the posscssion or under
the control of the reglatrant are atored
at a location for which he/she is not
registered, the subatancea shall be in-
cluded in the inventory of the reg-
latered location to which ther are aub-
ject to control or to which the peracn
posseasing the substance iz reaponsiblea.
The inventory may be talken elther as
of opening of business or as of the close
of business on the inventory date and
it shall be indicated on the inventory.

(b Frigial inventory dafe. Evely parach
reqgquired to keep recorda shall talke an
inventory of all stocks of controlled
substances on hand on the date he'she
first engages in the manufacture, dis-
tribution, or dispensing of controlled
sabstances, in accordance with para-
graph (e of thia section as applicable.

Inventory requirements.
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In the event a person commenceas busl-
nesz with no controlled substances on
hand, he/she shall record this fact as
the initial inventory.

(c) Biennial mventory date. After the
initial inventory 18 taken. the reg-
latrant shall talke a new inventory of
all stocks of controlled sulbstances on
hand at least every two Feara. The bi-
annial inventory may be taken on any
date which is within two vears of the
previous blennial inventory date.

(1) Imventory date for newly controlled
substonces. On the effective date of a
rule by the Administrator puranant to
§E1308.45, 1308.46, or 1308.47 of this chap-
tar adding a sulstance to any achedule
af controlled substances, which sub-
stance was, Immediately prior to that
date, not lated on any such schedula.
avery registrant reguired to leep
records who possesass that substance
shall take an inventory of all atocks of
the substance on hand. Thereafter,
snch substance shall be included in
each inventory mades by the registrant
pursuant to paracraph (o) of this sec-
tion.

(e) I'mventeries of monufacturers, dis-
fributors, dispensers, researchers, impori-
ers, exrporders and chemical analysts.
Each person registered or aunthorized
(by §1301.13 or §§1307.11-1307.13 of thia
chapter) to manufacture, distribute,
dispenss, import, export, conduct re-
saarch or chemical analyals with con-
trolled substances and reguired to keop
records pursuant to §1304.03 shall in-
clude in the inventory the information
liated balow.

i1y Mmeentories of manufocturers. Bach
person regiaterad or anthorized to man-
ufacture controlled subatances shall in-
clude the following information in the
inventory:

(1} For sach controlled subetance in
bulk form to be used in (or capabls of
uas ing the manufacture of the same or
ather controlled or non-controlled sub-
stances in finished form, the inventory
shall ineclude:

(4 The name of the substance arnd

(B} The total gqunantity of the sulb-
etance to the nearest metric unnlt
welght conslstent with unit size.

(11} For each controlled substance in
the process of manufacture on the in-
?i;né:.nr}' date, the inventory shall in-
clude:
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(A) The name of the subatance;

(B} The guantity of the substance in
each batch and'or atagse of manunfac-
ture, identified by the batch number or
other appropriate ldentifyine number:
anid

(01 The physical fortm which the aul-
atance 18 to talke upon completion of
the mamufacturing proceas (e.g., grann-
lations, tablets, capaules, or solutions).
identified by the batch number or
other appropriate identifyine nnmber,
and if possible the finlshed form of the
aubstance (e.g.. 10-milligram tablet or
10-milligram concentraticn per fluid
ounce or milliliter) and the number or
volume tharaof.

{111y For each controlled substance in
finished form the mventory shall in-
cluda:

(&) The name of the subatance;

(B} Each findshed form of the sul-
atance (a2, 10-milligram tablet or 10-
milligram concentration per fluid
curnce or milliliter);

(C) The number of anits or volume of
each finished form in each commercial
container feg.. 100-tablet bottle or a-
milliliter vial); and

(D) The number of commercial con-
tainera of sach euch finished form (e.g.
four 100-tablet bottles or six 3-milli-
liter vials).

(iv) Por each controlled substance
not inceladed in paragsraphs (el (1. (11
or il of this section (e.z., damaoged,
defective or impure substances awalt-
ing disposal. subatances held for gual-
ity control purposes, or substances
malntainead for SRS PO anao s
compoundines) the Iinventories shall
include:

(A) The name of the subatance;

(B) The total gunantity of the sub-
stance to the nearest metric undt
welght or the total number of unita of
finished form; arnd

() The reason for the subetance
belngs maintained by the registrant and
whether such subatance 1s capable of
nze in the manufacture of any oon-
trolled substance in finished formm.

(2) Imvenfories of distribusors. Except
for reverae distributors covered by
paragraph (e)i@) of this section, esach
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person resistered or anthorized to dis-
tributa controlled aubstances shall in-
clude in the inventory the same infor-
mation reguired of manofacturers pur-
anant to paragraphse (ei1lyiil) and (iv)
of thia saction.

(3) Mmventories of dispensers, research-
ers, and reverse disfribufors. Each person
registered or aunthorized to dispensse,
conduct ressarch, or act as a revarss
distributor with controlled snbstances
shiall include in the inventory the same
information regquired of manufacturers
pursuant to parasraphs (ei(1i(1il) and
(iv) of this section. In deternidnine the
numbear of nnits of sach finished form
af a controlled substance in a cominar-
clal container which has been opened,
tha dispenser, ressarcher, o' revarse
distributor ehall do as follows:

(13 If the substance is llated in Sched-
ule I or II, make an exact count or
measurs of the contents, or

(11} If the substance 1a listed 1in
Schednle ITT, IV or V, maks an estl-
matad count or measure of the con-
tenta, unless the container holds more
than 1,000 tablete or capsules in which
cazes he/she must make an exact connt
af tha contenta.

(4) Mmuventorics of imporéers and erpore-
ers. Bach person reglstered or author-
izad to Import or export controlled sulb-
stances shall include in the inventory
the same information required of marn-
ufacturera pursuant to paragraphs
(a)1) (111 and (iv) of this section. Each
anch person who 1s aleo reglstered as a
manufacturer or as a distributor shall
include in hisher inventory as an im-
porter or exporter only those stoclks of
controlled substances that are actually
saparated from his atoclks as a mann-
facturer or as a distributor (e, In
transit or in storage for shipment).

(5) IMmuventories of chemical analysts.
Bach person registerad or anthorized to
conduct chemical analysle with con-
trolled snbstances shall includs in his
inventory the same information re-
guired of manufacturers pursuant to
paracraphes (ei(l) (1il) and (Av) of this
sactlon as to substances which have
bean manufactured, importad, or re-
celved by suach person. If less than 1
kilogram of any controlled substance
{other than a hallucinorenic controllad
anbstance liated in Schedule I, or lesa
than 20 gcrams of a hallucinogenle sub-
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atance lstad in Schedule I (other than
lyeergle acld diethylamide), or leas
than 0.5 gram of lysersic acid
diethylamide,. i on hand at the time of
inventory. that substance need not be
included in the inventory. Laboratories
of the Administration may posseas up
te 160 grame of any hallucinogenic aub-
atance in Scheduls I withont regard to
a nead for an inventory of thoss aub-
atances. Mo inventory ia reguired of
known or suspected controlled sub-
atances recelved as evidentiary mate-
riala for analvais.

[62 FE 12208, Mar. 34, 1007, as amendsd at &3
FE 41338, July 11, 3002]

ConTiNUING BECORDS

4130421 General reguirements for

continuing records.

(a) Evary registrant required to keep
records pursuant to §1504.03 ahall main-
taln on a current basls a complete ard
accurats record of sach such subatance
manufacturad, imported, recelvead,
aold, delivered, exported. or otherwise
disposad of by himer, except that no
registrant shall be required to main-
taln a perpetual inventory.

(L) Beparate records shall be main-
talned by a registrant for each reg-
latered location except as provided in
§1304.04 (a). In the event controlled
aubstances are in the posssssion or
urder the contrel of a reglatrant at a
location for which he ia not registerad,
the sulatances shall be included in the
recordas of the registered location to
which they are subject to control or to
which the peraon possssaine the sub-
atance s reaponaible.

(o) Separate records shall be main-
talned by a registrant for each inde-
pendent activity for which hefshe 1s
regletared, except as provided in
§1304.220d).

(d) In recording dates of receipt, im-
portation, distribation, exportation, or
other transfers, the date on which the
caontrollad substances are actually re-
caelved, imported, distributed, exported.
or otherwlss transferred shall be naed
as the date of recelpt or distribution of
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any documenta of transfer (e.e.. in-
volees or packing alips).

[38 FE 7703, Apr. M. 1971, as amended at 36
FE 1336, July 21, 1871, Rsdssiznated at 33 FR
6600, Bept, 24, 1973, a8 amendsd at €2 FR
13960, Mar, 24, 1967]

5130422 Records for manuofactorers
distributors, dispensers, research-
ers, iImporters and exporters.

Each peraon registerad or authorized
(by §1301.18(e) or §H1307.11-1307.13 of
thiz chapter) to mannfacture, dia-
tribute, dispense, import, export or
conduct ressarch with controlled sul-
stances ahall maintain records with the
information listed balow.

(a) Recovds for manufocturers. Each
person regiaterad or anthorized to man-
nfacture controlled substances shall
maintain records with the following in-
formatiomn:

(1) For each controlled substance in
nalk form to be unsed in, or capable of
nsa in, or belng usad in, the manufac-
ture of the same or other controlled or
noncontrolled subetances in finished
form,

1) The name of the subatance;

(1iy The guantity manufactured in
ulk form by the regilstrant, including
the date, guantity and batch or other
identifving number of each batch man-
nfactured:

i1ily The guantity recelved {from
ather persons, including the date arnd
gquantity of each receipt and the name,
address, and reglatration number of the
ather person from whom the substance
was racelved;

(iv) The guantity imported directly
by the registrant (under a registration
as an importer) for nee in manunfacture
by hinvher. including the date, guan-
tity. and import permit or declaration
number for each importation:

(v) The quantity used to manufacture
tha same substance in finished form,
including:

(A1 The date and batch or other iden-
tifyine number of each manufacture:;

(B The guantity used in the mannu-
facture;

(C1 The filnished form (e.e.. 10-mmilli-
gram tablets or 10-mdlligram con-
centration per fluld ounce or milli-
liter);

[y The number of unite of finished
form manufactured;
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(E) The gquantity uzed in guality con-
trol:

(B The gquantity lost during manu-
facturing and the causes therefore, if
known;

(%) The total guantity of the aub-
atance contalned in the finished form;

(H) The theoretical and actual yielda:
anid

([ Buch other information as is nec-
agaaly to account for all controlled
substances used in the mannfacturing
procaga;

ivl) The guantity used to manufac-
tare other controlled and noncon-
trolled substances, including the name
of each substance manufactured ared
the information reguired in paragraph
{(ailiv) of this section:

(vill) The gunantity distribunted in bulk
form to other persona, including the
date and guantity of each distribution
anid the name, address, and resistration
nnmber of each person to whom a dis-
tribution was made;

(vlll) The guantity exported directly
by the reglstrant (nunder a registration
as an exzporter), including the date,
gquantity. and export permit or declara-
tion number of each exportation:

(1x) The gquantity distributed or dis-
posad of in any other manner by the
registrant (e.g.. by distribution of com-
plimentary samples or by destruction),
including the date and manner of dis-
tribution or disposal. the name, ad-
dress, and registration number of the
person to whom distribuoted, and the
gquantity distributed or dsposed; and

(%) The orlginals of all written cer-
tiflcations of avallable procurement
guotas submitted by other persons (as
reguirad by §1303.12f) of this chapter)
relating to each order requiring the
distribution of a basle class of con-
trolled snlbstance listed in Schedule I
or II.

(2) For each controlled sulatance in
finlshed form,

11 The name of the subatanoes;

(11} Each finished form {e.g., 10-milli-
gram tablet or 10-milligram concentra-
tion per fluld counce or milliliter) ard
the number of nnits or volume of fin-
ished form in each commercial con-
tainer (e.g., 100-tablet bottle or 3-milli-
liter vial i

i1ily The number of containers of
each such commercial findshed form
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manufactured from bulk form by the
raegistrant, including the information
raguired pursuant T paragrapil
{ayluv)of this section:

(1v) The number of nnits of finished
forme andior commercial containers
acgnired from other persons, including
the date of and number of unita and/'or
commerclal containera in each acqguiei-
tion to inventory and the name, ad-
dress, and regiatration number of the
person from whom the unita were ac-
quired;

(v) The number of unita of finiahead
forms and'or commerclal containers
lmported directly by the person (under
a reglstration or anthorization to im-
port). inclnding the date of, the num-
ber of units andior commerclial corn-
tainers in, and the import permit or
declaration number for, each importa-
tion;

(vii The number of unite and'or commn-
mercial containers manufactured by
the regilstrant from unite in finished
form recelved from others or lmported,
including:

(A) The date and batch or other 1den-
tifyinge namber of each manufactare:

(B) The operation performed (e.g., re-
paclzaging or relabeling);

(T The namber of urdts of finished
form nsad in the mannfacturs, the
number manufactured and the mamber
lost  during manufacture,. with the
canases for such losses, 1f known: and

(D) Such other information asz is nec-
aggalry to account for all controlled
substances used in the manufacturing
procesa;

(vil) The number of commercial con-
talners distributed to other perscns, in-
cluding the date of and number of con-
tainers in each reduction from invern-
tory, and the name, address, and reg-
laetration numbser of the person to
whom the contalners were distributed;
{vill) The number of commercial con-
talners exported directly by the reg-
latrant (under a registration as an ex-
portar). including the date, namber of
containera and export permit or dec-
laration number for each exzportation;
arid

(1x) The mamber of nnits of finishead
formes andior commercial containhers
distributed or dieposad of in any other
mannar by the recistrant (e.g., by dis-
tribution of complimentary samples or
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by destruction) including the date and
manner of dstribution or disposal, the
narme, address, and registration num-
ber of the person to whom distribated,
and the gquantity in findshed form dis-
tributed or disposad.

(b Records for distributors. Except as
provided in paragraph (e) of thia sec-
tion, each person registersd or anthor-
ized to distribute controlled substances
shall maintain records with the same
information required of manufacturers
pursuant to paragraphs (a2l (i1,
(Aw), (v, (wldy, (viil) and (1x) of this sec-
tion.

(o) Records for dispensers and research-
ors. Bach persch reglastered or author-
lzed to dispense or conduct ressarch
with controlled subatances shall main-
tain records with the same information
regquired of manunfacturera pursnant to
paragraph (a)2iy, (1), (v, (vil), and
{1z} of this section. In addition, records
shall be maintained of the number of
nnits or volume of such finished form
dispensed, including the name and ad-
dresa of the person to whom 1t was dis-
pensed, the date of dispensing, the
number of nnita or volnme dispensed,
and the written or typewritten name or
initiala of the individual who dispensed
or administersd the substance on be-
half of the dispensar. In addition to the
requirements of this paragraph, practi-
tioners dispensing gamma-hydroxy-
butrric acld under a prescription must
also comply with §1304.25.

(dy Records for importers and exporters.
Each person registarad or anthorized to
import or export controlled substances
shall maintain records with the same
information reguired of manufacturers
pursuant to paragraphs (a2 (1), (1),
{(viand (vil) of this ssection. In addition,
the guantity disposed of in any other
manner by the reglstrant (except gnan-
titles naed in manufacturing by an im-
porter nhder a regletration as a manua-
facturer), which guantities are to be re-
corded pursuant to paragraphs (a)(l)
{(iv) and (v) of this section: and the
guantity (or number of unite or volume
in fimdshed form) exzported, including
the datae, guantity (or number of nnits
or volume) and the export permit or
declaration number for each ezpor-
tation, but excluding all quantities
{and number of unite and volumes)
manufactured by an exporter under a
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registration as a manufacturer, which
quantities (and numbers of unita and
volumes) are to be recorded pursuant
to paragraphs (awliziil) or (aW2iixiil)
af this saction.

(e) Records for reverse distributors.
Each person reglatered to distribuate
controlled substances as a reveras dis-
tributor shall maintaln records with
the following information for each con-
trolled anbstance:

(13 For each controlled subatance in
bulk form the following:

1y The name of the controlled sub-
atance,

11y The total guantity of the con-
trolled subatance to the nearest metric
unit welght consiatent with nnit size.

(1117 The gquantity received f{rom
ather persons,. including the date and
quantity of each recelipt and the name,
address, and resiatration number of the
ather perscn from whom the controlled
snbatance was recelved.

ilv)y The guantity returned to the
original manuatacturer of the controlled
anlkstance or the manufacturer’s agant,
including the date of and guantity of
each distribution and the name, ad-
dress arnd registration number of the
manufacturer or mahufacturer’s agent
to whom the controlled substance was
distributed.

(v) The guantity disposed of includ-
ing the date and manner of disposal
and the signatures of two responsible
employesa of the regilstrant who wit-
nesaad the diaposal.

23 For each controlled substance in
finished form the following:

(13 The name of the subatance.

(11} Each finished form (e.g.. 10-milli-
grain tablet or 10-milligram concentra-
tlon per fluld ounce or milliliter) and
the number of units or voluome of fin-
lehed formm in each commercial con-
tainer (e.g., 100-tablet bottle or 3-milli-
liter vial).

{111y The number of commercial con-
tailners of each such finished form re-
calvaed {from other persons, ncluding
the date of and nomber of containers in
each recelpt and the name, address,
and registration number of the person
from whom the containers were re-
celvad.

(1w) The number of commercial con-
tainers of each such finished form dis-
tributed back to the original manufac-
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turer of the substance or the mannfac-
turer's agent. including the date of and
number of contalners in sach diatribua-
tion and the name, address, and res-
latration numbsar of the manufacturer
o manufacturer’'s agent to whom the
contalners were distributad.

(v) The number of unita or volume of
finished forms andor commercial con-
tainers disposed of includine the date
and manner of disposal, the gquantity of
the subatance 1n finished form dis-
posad, and the signaturea of two re-
sponeible employess of the reglstrant
who witnessad the dispoaal.

[62 FE 12060, hMar. 24, 1007, as amendsd at 63
FE 41220, July 11, 200%; 70 FR 203, Jan. 4. 2005]

$1304.23
lvsis.

Hecords for chemical ana-

(a) Each peraon regletered or aunthor-
lzed (by §1301.22 L) of this chapter) to
conduct chemical analvsis with oon-
trolled sobatances shall maintain
records with the following information
(to the extent known and reasonably
ascertalnable by him) for each <on-
trolled substances:

(1) The name of the anbstarnce;

(27 The form or formes in which the
substance 1s recelved, ilmported, or
mannfactured by the registrant i(e.e..
powder, granulation, tablet, capsuls, or
asolution) and the concentration of the
substance in such form (eg. CP.
T.8.P., N.F., 10-milligram tablet or 10-
milligram concentration per mmilli-
1iter);

(3) The total number of the formea re-
calved, imported or mannfactured (e,
100 tableta, thirty 1-milliliter viala, or
10 rramea of powder), including the date
and quantity of each recelipt, importa-
tion, or manufacture and the name, ad-
dress, and registration number, if anyv.
of the peraon from whom the substance
was recalvad;

(47 The guantity distributed. ox-
ported, or destroFed in any manter by
the registrant (except guantities nasad
in chemical analyels or other labora-
tory work)., including the date and
manner of distribution. exportation, or
destrucetion, and the name, address,
and registration nuamber, if any., of
aach porson to whom the subatance was
distributed or exported.
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i) Records of controlled snlbstances
uead in chemical analysls o other lal-
oratory worlk are not reguired.

(o) Records relating to known or sus-
pected controlled substances recelved
as evidentiary material for analvels are
nat reguired under paragraph (a) of
thia ssction.

[36 FE 778 Apr. 24, 1871, as amended at 36
FE 1336, July 21, 1871; 36 FR 18733, Sept. 21,
1871, Bedesignatsd at 38 FE 28600, Sepik, 24,
1872, and further redesisnated at 63 FR 13681,
Mar, 24, 1067]

21304.24 Records for maintenance
treatment programs and detoxifica-
tion treatment programs.

(a) BEach person registaraed or author-
ized by §1301.22 of this chapter) to
maintain andior detoxify controlled
snbstance users 1n a narcotlc treat-
ment program shall maintain records
with the following information for each
narcotic controlled substancea:

(1} Name of subatance;

(2} Strength of snbatance;

(3 Dosage form:

(4 Date dispensed;

(5) Adeqgquate ldentification of patient
{consmmer);

(6) Amonnt consunmed:

(7 Amonnt and dosage form taken
home by patient: and

(8 Diapenser’s 1xd tials.

(i) The records reqguired by paragraph
{a) of this section will be maintained in
a dispensing log at the narcotlc treat-
ment program slte and will be main-
tained in compliance with §1304.22
without reference to §1304.03,

icy All sites which compound a bulk
narcotic solution from bulk narcotic
powder to liguid for on-site use must
keop a separate batch record of the
compounding.

(1) Records of identity, diagnosis,
proghnoeia, or treatment of any patienta
which are malntained in connection
with the performance of a narcotic
treatment program shall be confiden-
tial, exzcept that such records may be
discloaed for purposes and under the
clreumestances aunthorized by part 310
and 42 CFR part 2.

[30 FE 37880, Oct, 25, 1874 Rsdesignatsd and
amended at 623 FR 13861, Mar, 24, 1507]
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51304.25 Records for treaiment pro-
grams which compound narcotics
for treatment programs and other
locations.

Each person reglstered or anthorized
by §15301.22 of this chapter to compontd
narcotic drugs for off-site use in a nar-
cotle treatment program shall main-
tain records which include the fol-
lowing information for each narcotic
drug:

(a1 For each narcotic controlled aub-
stance in bulk form to be unsed in, or
capable of nse in, or being used in, the
compoundine of the same or other non-
controlled subatances in finished form:

(1) The name of the substancea:

(2} The gnantity compounded in bulk
form by the registrant. including the
date, guantity and batch or other lden-
tifving number of each batch com-
pounded;

(3) The gunantity recelved from other
persona, including the date and guan-
tity of esach receipt and the name, ad-
dresa and registration number of the
other peracn from whom the substance
was recelved;

(4) The gquantity imported drectly by
the registrant (under a registration as
an importer) for nas in compoundinge by
him. including the date, guantity and
lmport permit or declaration number
of each importation;

(8) The guantity usad to compourd
the same substance in finished form.
including:

(1) The date and batch or other iden-
tifving number of each compouanding:

(1) The guantity unsed in the com-
pound;

(111 The finished form {e.c.. 10-milli-
gram tablete or 10-milligram oon-
centraticn per fluld cunce or milliliter;

(1¥) The number of units of finished
form componndad;

() The gquantity used in quality corn-
trol:

(vl) The guantity loat during
cormpoundinge and the canses therefore,
1f Enown:

(vil) The total gquantity of the sub-
atance contained in the finlshed form;

(viily The theoretical and actual
wields; and

(1z) Buch other informaticn as 1s nec-
apaary to account for all controlled
aubstances used in the compounding
procaga;
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(563 The guantity usad to manufacture
other controlled and non-controlled
snbastances; including the name of each
snbstance manufactured and the infor-
mation reguired in parasraph (a)(s) of
thia saction;

(73 The quantity distributed in bullk
form to other programs,. including the
date and guantity of each distributicn
and the name, address and registration
number of each program to whom a dia-
tribntion was made:

(83 The guantity exported directly by
the registrant (nnder a regletration as
an exporter), including the date. guan-
tity. and export permit or declaration
number of each ezploration; ard

(@) The guantity disposed of by de-
struction. including the reason. date
and manner of destruction. All other
deatruction of narcotic controlled sub-
atances will comply with §1307.22,

() For each narcotic controlled sub-
stance in finished form:

(13 The name of the sulatance;

(2} Bach finished form (e.z.. 10-mmilli-
gramm tablet or 10 milligram concentra-
tlon per fluid ounce or milliliter) and
ths numbsr of unite or volume or fin-
lshad form in each commercial con-
talner (e.z., 100-tablet bottle or 3-milli-
liter wiali:

(3} The number of contalners of each
ginch commercial finished form com-
pounded from bulk form by the reg-
latrant. including the information re-
gquired pursuant to paragraph (al(s) of
thia saction;

(47 The number of units of finlshed
formes and'or commercial contalnears re-
celved from other persons, including
the date of and number of unita and/or
commercial containers in each receipt
arnd the name. address and registration
number of the person from whom the
nnita were recelved;

(537 The number of units of finished
forms andior commercial containers
lmported directly by the person (under
a registration or aunthorization to im-
port), inclunding the date of, the num-
ber of units andior commerclal con-
talners in, and the import permit or
declaration number for, sach importa-
tlon;

(5} The number of unita and/'or com-
mercial containers componndad by the
regilstrant from unlts in finlshed form

a7
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recelved from others or imported, in-
cluding:

(1) The date and batch or other iden-
tifving nurmber of each compounding:;

(11} The operation performed (e.g., re-
packaginge or relabeling:

(111} The number of units of finlshed
form nead in the compound. the num-
ber compoundsd and the number loat
during compounding, with the causes
for such losses, 1f known; and

(1) 2nch other information as 1s nec-
agaary to acconnt for all controlled
substances used in the compoundine
procaga;

(71 The number of contalners diatrib-
nted to other programs, includine the
data, the number of containera in sach
distribution, and the name, address and
registration number of the program to
whom the containers were distributed:

(8) The number of commercial con-
talnera exported directly by the res-
latrant (under a reglstration as an ex-
porter), including the date, number of
contalners and export permit or dec-
laration number for each exportatiorn;
ani

(87 The number of unita of finished
forms and/or commercial contalhers
destroyed in any manner by the pog-
latrant. including the reason, the date
and manner of destruction. All other
destruction of narcotle controlled sub-
atances will comply with § 1307 .22,

[20 FE 37980, Oct, 25, 1974 Redesiznated at 62
FE 13061, Mar. 4. 1997]

S 130426 Additional recordkeeping re-
quirements applicable to drug prodd-
ucts containing gamma-hyvdroxy-
butyric acid.

In addition to the recordkeepinge re-
gquirements for dispensers and ressarch-
ara provided in §1304.23, practitioners
dispenainge gamma-hydrozybatsric acid
that iz manufactured or distributad in
accordance with an application unnder
aoction 506 of the Federal Food, Drug,
and Cosmetic Act must maintain and
make avallable for inspection ard
copving by the Attorney General. all of
the following information for each pre-
scription:

(a) Mame of the prescribing practi-
tlonar.

() Prescribing practiticner's Federal
and Btate reglstration nmmbera, with
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the expiration datea of thess regiatra-
tlons.

(¢} Verification that the prescribing
practitioner possesses the appropriate
registration to prescribe this con-
trollad snbatancs,

(d) Patlient's name and address.

(e} Patlent's insurance provider, 1f
avallable.

[70 FE 203, Jan. 4, 2005]
BREPORTE2

2130431 Reports from manufacturers
importing narcotic raw material.

(a) Every manufacturer which imi-
porta or manuafactures from narcotic
raw material {opium, poppy atraw, and
concentrate of poppy straw) shall sul-
mit information which accounts for the
importation and for all mannfacturing
operations performed between importa-
tlon and the production in bunlk or fin-
lehed marketable products, standard-
ized in aceordance with the TS, Phar-
macopela, National Formalary or other
racognized medical standards. Reporta
ghall be slgned by the anthorized offi-
clal and submitted guarterly on con-
pany letterhead to the Drug Enforce-
ment Admindstration, Drag and Chem-
ical Evaluation RBection, Washington,
D, 20837, on or before the 15th day of
the month immediataly following the
period for which it s submitted.

() The followinge information shall
be submitted for each type of narcotic
raw material (guantities are expressad
az grama of anhydrons morphine alka-
lodd):

(13 Berinning inventory:

(2} Gains on rewelghinge;

2y Importa;

(43 Other recelptea;

(5 guantity put into procosa;

(51 Liogaea on rewelghing:

(71 Other dispositions and

(83 Ending inventory.

(¢} The following information shall
be submitted for each narcotic raw ma-
tarial derivative including morphine,
codeine, thelbaline, oxyoodons,
hydrocodons, medicinal oplum, manu-
facturing opium. crude alkalodds and
ather derivatives (gquantitles are ez-
ressed as grams of anhydrons basa or
anhydrous morphine alkaloid for man-
ufacturing oplnm and medicinal
oplum):
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(1) Beglnning inventory:

(27 Galns on rewelghing:

(3) Quantity extracted from harcotic
raw matarial;

(4) Quantity produced' manufactnred’
aynthesized;

(61 @uantity aocld;

(67 Quantity returned to conversion
procazass for reworkine;

(71 @uantity usad for converalon:

(8) Quantlty placed in proceas;

(97 Other dispoaitions;

(10 Liosses on rewalghing and

(11) Ending inventory.

id) The follewing information shall
be snbmitted for importation of each
narcotlc raw material:

(1) Import parmit number;

(2) Date shipment arrived at the
Tnited Btates port of entry:

(3) Actual guantity ahipped;

(41 Asgay (percent) of morphine, co-
deine and thebaine and

(6) Qunantity shipped, expressed as an-
hydrous morphine alkaloid.

{e) Upon importaticn of crude opiam,
samples will be eselected and assays
made by the importing manufacturer
in the manner and accordine to the
method specified in the T.S. Pharma-
copoela, Where final assay data 1= not
determined at the time of rendering re-
port, the report shall be made on the
haals of the best data avallable, aulbject
to adjnstment, and the necesaary ad-
Justing entries shall be made on the
nazt report.

(f) Where factory procedurs is such
that partial withdrawals of oplum are
made from individual containers, there
shall be attached to each contalner a
atoclk record card on which shall be
kept a complete record of all with-
drawals therefrom.

(e All in-procesa inventorles should
be expressed in terms of end-products
and not precuracra. Once precursor Ina-
terial has wen changed or placed into
proceza for the manufacture of a apeci-
fled end-product, it must no longer be
acconnted for as precuraor atocls
avallable for conversion or uss, but
rather as end-product in-process invern-
tories.

[E2 FE 130681, Mar. 34, 18407]
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2130432 Reports of manufacturers im-
perting coca leaves.

(a) Every manufacturer importing or
manufacturing from raw coca leaves
shall submit information accounting
for the lmportation and for all mana-
facturing operations performed be-
tween the importation and the manua-
facture of bulk or finlshed producta
standardized in accordarnce with T35,
Pharmacoposla, MNational Formulary,
or other recognized standards. The re-
porta shall be submitted guarterly on
cormpany letterhead to the Drug En-
forcement Administration, Drug and
Chemical Ewvaluation BSsction, Waah-
ington, D2 20537, on or before the 15th
day of the month immediately fol-
lowing the period for which it is sub-
mittad.

by The followine information shall
be submitted for raw coca leaf, ecgo-
nine, ecgonine for converaion or fur-
ther manufacture, benzmoylecgsonine,
manufacturing coca extracts (liat for
tinctures and extractsa; and others sap-
arataely), other crude alkaloidas and
ather derivatives (guantities should be
reported as grams of actual guantity
involved and the cocaine alkalold corn-
tent or egulvalency:

(1) Beginning inventory:

(2) Importa;

(2 Galns on rewelighing:

4y guantity purchased;

(5 Quantity produced:

(6 Other receipta;

(7Ty Quantity returned to processes for
reworking:

IiS} Matarial unead in purification for
sale;

(@) Matarial nzed for mannfacture or
production:

(107 Lioases on rewalghinge,

11y Material nsad for converalon:

(127 Other dispositions and

(13) Ending inventory.

(ey The following information shall
be snbmitted for importation of coca
leaves:

(13 Import permit numbear;

2y Date the shipment arrived at the
Tnited States port of entry:

(2) Actnal guantity ehipped:

4y Assay (percent) of cocalhe allka-
1lo1d and

(51 Total cocalne allzaloid content.

(1) Upoen importation of coca leaves,
samples will e selected and assays
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made by the importine manunfactarer
in accordance with recognized chen-
lcal  procedures. These assaya  shall
form the basls of accounting for such
coca leaves, which shall be acconnted
for in terms of thelr cocalne allalold
content o1 eguivalency or thelr total
anhydrous  coca alkalold content.
Where final assay data I= not deter-
mined at the time of submisaion, the
report shall be made on the basls of the
best data avallable, sublect to adjunat-
ment, and the necessary adnating en-
tries shall be made on the next report.

(e} Where factory procedure ls such
that partial withdrawals of medicinal
coca leaves are made from individoal
containera, there shall be attached to
the container a stock record card on
which shall be kept a complete record
of withdrawals therefirom.

(f) All in-process inventories should
be expressed in terms of end-products
and not precureors. Once precursor a-
terial has been changed or placed into
procesa for the manufacture of a apeci-
fled end-product, it must no longer be
accounted for as precursor atocks
avallable for converslon or nee, bat
rather as end-product in-process inven-
tories.

[62 FR 13062, Mar, 24, 16607]

5130432 Reports to ARCOS,

(a) Reports generally. All reporte re-
guired by this ssction shall be filed
with the ARCOS Tnit, PO 28203, Cen-
tral Station, Waeshington, DO 20005 on
DEA Form 333, or on media which con-
taine the data required by DEA Form
2338 and which ila acceptable to the
ARCOS Undt.

(L) Freguency of repords. Acquilsition’
Dietribution transaction reports shall
e flled every guarter not later than
the 15th day of the month sncceeding
the guarter for which it is subrmitted;
except that a registrant may be glven
permission to file more frequently (buat
not more freguently than monthls), de-
pending on the number of transactions
being reported each time by that reg-
latrant. Inventories shall provide data
on the stocks of each reported con-
trolled subatance on harnd as of the
close of bunsiness on December 31 of
each vear, lndicating whether the sub-
atance 18 in atorage or in process of
manufacturing. These reporta shall be
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filed not later than Janunary 15 of the
following year. Manufacturing trans-
action reports shall be filed annually
for each calendar year not later than
Janunary 15 of the following yvear, ex-
capt that a reglstrant may be given
permission to file more fregquently (but
naot more frequently than gquartarly .

ic) Persems repording. For controlled
suibstances in Achednles I, II, narcotic
controlled substances in Schedunle ITT,
and gamma-hydrozybutyric acid drug
product confrolled subetances in
Schednle ITT, each person who ia reg-
laterad to mannfacture in bulk or dos-
age form, or to package, repaclage,
label or relals=l, and each person who la
raegistarad to distribute, including each
person who is registered to reverae dis-
tributa, shall report acouisition'dis-
tribution transactions. In addition to
reporting acquisition/distributicn
transactions, each person who ls reg-
laterad to manufacture controllsd sub-
stances in bulk or dosage form shall re-
port manafacturinge  transactions on
controlled substances in Schedules I
and II, each narcotlc controlled sul-
stance listed in Schedules III, IV, and
YV, gamma-hydroxybutyric acld drmg
product controlled substances in
Bchedunle III, and on each psychotroplo
controlled substance lleted in Sched-
ulea ITI and IV as identified in para-
graph (d) of this section.

(d) Substances cowvered. (1) Manufac-
turing and acquisition/distributicon
transaction reports shall include data
on each controllad snbstance listed in
SBchednles T and IT, on each harcotic
controlled substances listed in Scheduls
IIT (but not on any material., ecom-
pouand, mizture or preparation oon-
talning a guantity of a substance hav-
ing a stimulant effect on the central
nervous svaterm, which material, com-
pound. mizture or preparation is listad
in Bcheduls III or on any narcotic con-
trolled subatance listad in Schedule V),
and on gamma-hydrozybotyric acld
drug products leted in Schedule ITIL
Additionally. reports on manufacturing
transactions shall incluode the fol-
lowing peyvchotropic controlled sul-
stances llated in Bchednles I1T and IV:

(1} Bcheduls I1I

(4 Banzphe tarmine;

(B Cvelobarbital;

() Methyprylon: and
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(D) Phendimetrazine.

i1y Schedule IV

(A Barlital;

(E) Diethylproplon { Amfepramorie i

(¢ BEthehlorvynol;

(D) Ethinamate;

(E) Lefetamine (SPA);

(F) Mazindol;

(G Meprobatmna te;

(H) Methrlphenobarbital;

(1) Phenaobarbital;

{J) Phentermine: and

(K Plpradrol.

(2} Data shall be presentad in such a
manner as to ldentify the particular
form. etrength. and trade name, if any.
of the product containing the oon-
trolled substance for which the report
la belne made. For this purpose, per-
acns filing reporte shall utilize the Na-
tional Drug Code Number asslgned to
the product under the Natlonal Drug
Code Byatem of the Food and Drag Ad-
miniatrati on.

(e) Transactons repordad. Acquisitions
distribution transaction reporta shall
provide data on each acquisition to in-
ventory (ldentifying whether it la, e.g..
by purchase or transfer. return from a
customer. or aupply by the Federal
Government) and each reduction from
inventory (ldentifving whether it is,
a.2.. by gale or transfer. theft, deatrno-
tion or selzure by Government agen-
cles). Manufacturing reports shall pro-
vide data on material manufacturad,
mannfactura from other material, use
in manufacturing other material and
na2e in producing dosase forms.

(fi Erceptions. A reglatered institna-
tional practitioner who repackages or
relabala exclusively for distribution or
who distributes excluaively to (for dis-
pensing by agents, employees, or af-
fillated instituticonal practitichers of
the regsletrant may be exempted from
filing reports under this section by ap-
plying to the ARCOS Tnit of the Ad-
miniatrati on.

{Approved by ths Office of Managemsnt and
Bundget undsr control numbsr 1117-4803)

[62 FE 18062, Mar. 24, 1987, as amendsd at 63
FE 4133, July 11, 2002%; 70 FE 284, Jan, 4. 2007]
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(1) The required data flelds have not
bean completad.

(2] The order iz not slened nsing a
digital cartificate isaned by DEA.

(3) The digital certificate used had
aexplred or had been revoked prior to
algnature.

(4) The purchaser’'s public key will
not validate the digital signature.

(5) The validation of the order showsa
that the order is invalid for any reason.

() If an order cannot be filled for any
reason under this ssction, the supplier
must notify the purchaser and provide
a atatement as to the reason (e.g.. 1m-
properly prepared or altered) A sup-
plier maxy, for any reason, refuse Lo ac-
capt any order, and if a supplier refuses
to accept the order, a statement that
the order 1s not accepted ila sufficlent
for purposes of this paragraph.

{c) When a purchaser recelves an
unaccapted elactronic order from the
supplier, the purchaser must electronl-
cally link the statement of nonaccept-
ance to the orlginal order. The original
order and the atatement must be re-
talned in accordance with § 1806.27,

(d) Neither a purchaser nor a supplier
may corraect a defective order; the pur-
chaser must lssne a new order for the
order to be fillad.

5130526 Lost electronic orders.

ia) If a purchaser determines that an
unfilled elactronle order has besn lost
before or after recelpt, the purchasar
nmust provide, to the supplier, a signed
statement contalning the uanigue
traclking number and date of the lost
order and stating that the goods cov-
ared by the first omler were not re-
caelved through loss of that order.

() If the purchaser executes an order
to replace the loat order, the purchaser
nst electronically link an elactronic
raecord of the sscond order and a copy
af the statement with the record of the
first order and retain them.

(o) If the supplier to whom the order
was directed subsequently recelves the
first order. the supplier must indicate
that it 1s “MNot Accepted’ and return it
to the purchaser. The purchaser must
link the returned order to the record of
that order and the statement.

T8
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ders.

(a) A purchassr must, for each order
filled, retain the original siened order
arud all linked records for that order for
two vears, The purchaser must also re-
tain all coples of each unacceptad or
defective order and each linked state-
mett.

() A eupplier must retain each origl-
nal order filled and the linked recomds
for two years.

(o) If electronic order records are
maintained on a central server, the
records must be readily retrievable at
the registerad location.

Preservation of electronic or-

$1305.28 Canceling and voiding elec-
tronic orders.

(a) A supplier may vold all or part of
arl electronic order by notifyvine the
purchasar of the volding. If the entire
order 1a volded, the supplier muat make
arl electronic copy of the order, indi-
cate on the copy “Vold,”” and return it
to the purchaser. The supplier i1s not
reguired to retaln a record of orders
that are not fillad.

(b The purchaser must retain an
alectronic copy of the volded order.

(e To partially vold an order, the
aupplier must indicate in the linked
record that nothing was shipped for
aach 1tem volded.

51305.29 Reporting to DEA.

A snpplisr must, for each elsctronic
order filled, forward elther a copy of
the electronlc order or an slectronic
report of the order in a format that
DEA specifies to DEA within two buai-
nesa davs,

PART 1306—PRESCRIPTIONS

GENERAL INFPORMATION

Hac,

18601 Bcope of part 15306,

18602 Definitions,

18603 Psesraone sntitlsd o issus prescrip-
Glons,

146 04 Purposes of issne of prescripbion.

18605 Manner of issuancs of prescriptions.

186 08 FPersons entitlsd to fill prescriptions,

18607 Administering or dispensing of nar-
cobic drags.

CONTROLLED SUBATANCES LISTED IN SCHEDTULE
II

186 11 Reguirement of prescription,
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1306 1% Provision of prescription informa-
tion betowesn retail pharmacies and cen-
tral fill pharmacies for prescriprons of
Hchadule IT controllad substancas,

CIONTROLLED SURSTANCES LISTED IN
SCHEDULES ITI, IV, aND W

1306 21 ERequirsment of prescription,

130622 Eefilling of prescriptions.

1306 22 Partial filling of prescriptions .

1306.24 Labsling of subatances and filling of
preacriptions,

130630 Transfsr hstween pharmeacies of
prearviption information for Schadnles ITIL
IV, and V controlled subatances for refill

PUTTses,

130626 Dispensing withont prescription.

1306 27 Provision of prescription informa-
tion betwesn retail pharmacies and cen-
tral fill pharmacies for initial and refill
prescriptions of Schedunle III, IV, or W
controllsd smbatances,

AUTHORITY: 21 TT 8.2, 821, 8250, 871ih), unlsas
otherwise notsd,
HoURCE: 3 FE 7780, Apr. 3, 1971; 3 FER

133848, July 21, 1471, unlsss otherwiss noted.
Redssiznated at 38 FR 26608, S=pt. 24, 1973,

GENERAL INFORMATION

2130601 Scope of part 1306,

Eulea governing the issuance, filling
and filine of prescriptions pursnant to
saction 300 of the Act (21 T.S5.0. 820) are
gat forth generally in that section and
specifically by the sections of this part.

5130602 Definitions.

Any term contained in this part shall
have the dafinition set forth in section
102 of the Act (21 T.2.C. 802) or part
1300 of this chaptar.

[62 FE 13054, Mar. 24, 10467]

5130603 Persons entitled to issue pre-
scriptlons.

(a) A prescripticn for a controlled
aubstance may be leauad only by an in-
dividual practitioner who la:

(1) Authorized to prescribe controllad
snbatances by the jurisdiction in which
he iz llcensad to practice hie profession
arnid

2y Either reglstered or exemptad
from rezistration purauant T
G5 1301.230c) and 1301.23 of this chapter.

79
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() A prescription issued by an indi-
vidual practitioner may be commu-
nicated to a pharmacist by an em-
ploves or acent of the individual prac-
titioner.

[38 FER 7780, Apr. 24, 1871, as amended at 36
FE 18732, Sspt, 21, 1971 BRedesignacsd at 38
FE 265608, Sapt 24, 1973, as amended at 62 FR
18065, Mar, 24, 1067]

4 1308504

tiom.

Purpose of issue of prescrip-

(a) A prescription for a controlled
substance to be effective must be
lasned for a leglitimate medical parpose
by an individnal practitioner acting in
the unsual course of his profesaional
practice. The responsibility for the
proper prescribing and dispensing of
controlled substances 1= npon the pre-
seribing  practitionsr, bat a  cor-
reaponding responsibility resta with
the pharmacist who fills the prescrip-
tlon. An order purporting to be a pre-
acription lssued not in the usual course
of professional treatment or in legsiti-
mate and anthorized ressarch ia not a
presceription within the meaning and
intent of section 300 of the Act (21
a0, 2820 and the person knowinely
filling such a purported prescription. as
weall as the person issuing it, shall be
asubject to the penalties provided for
violations of the provisions of law re-
lating to controlled substances,

() A prescription may not be lsaned
in order for an individual practiticner
Lo obtaln controlled sulatances for sup-
plying the individual practitioner for
the purpose of general dispensing to pa-
tients.

(o) A prescription may not be lsaned
for “detoxification treatment™ or
“malntenance treatment,”” unlesa the
prescription ls for a 2chedunls ITI, IV, or
YV narcotice drug approved by the Food
and Drug Administration aspecifically
for use In maintenances or detoxzifica-
tlon treatment and the practitionsr is
in compliance with reqguirements in
§1301.28 of this chapter.

[28 FE 7799, Apr. 34, 1971 Redssiznated at 23
FE 6608, Sept. 34, 1073, and amendsd at 34
FE 378BE, Dot 35, 1874; 70 FE 36343, Juns 23,
2005]
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8130605 Manner of issuance of pre-
SCr LIS,

(a) All prescriptions for controlled
snbstances shall be dated as of, and
glened on. the day when ieaued and
shall bear the full name and address of
the patient. the drug name, atrength,
dosage form,. guantity prescribed, di-
rections for nse and the name, addresa
and registration number of the practi-
tloner. In addition. a prescription for a
Scheduls IIT, IV, or V narcotlc dimg ap-
proved by FDA specifically for -de-
toxification treatment” or “‘mainte-
nance treatment’™ must include the
ldentification mmmber issuned by the
Administrator under §1301.28(d) of this
chapter or a written notice stating
that the practitioner is acting under
the good falth exception of §1301.28(a).
Where a prescription is for gamma-hy-
drozybutyric acld, the practitioner
ghall note on the face of the prescrip-
tlon the medical need of the patient for
the prescription. A practitioner may
glen a prescription in the same manner
az he would aien a check or legal docu-
ment {eg.. JH. Bmith or John H.
Smith). Where an oral order ia not per-
mitted, prescriptions shall be written
with ink or indelible pencil or type-
writar and shall be manually signed by
the practitioner. The prescriptions
may be prepared by the secretary or
agent for the signature of a practi-
tloner, but the prescribing practitioner
la responsible in case the prescripticn
doss not conform in all essential re-
gpects to the law and regulations. A
corresponding llability resta upon the
pharmaciet, includine a pharmacist
amployed by a central fill pharmacy,
who fills a prescription not prepared in
the form prescribed by DEA recula-
tlons.

by An individual practitioner ex-
amptad from regiatration under
§1301.22¢) of this chapter shall include
on all prescriptions lssuned by him or
haer the registration mmmbsr of the hoa-
pltal or other lnstitution and the spe-
clal internal code namber asslened to
him or her by the hospital or other in-
atitution as provided in §1301.23(c) of
this chapter, in llen of the registration
number of the practitioner required by
thia section. Each written prescripticn
ghall have the name of the physician
stamped, typed, or handprinted on it,

a0
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as wall as the signature of the plhval-
clan.

(c) An officlal exempted from reg-
latration nnder § 1301.22(c) ahall ineclude
ofn all prescriptions issned by him his
branch of service or agency (e.z2., 1.5,
Army"” or “Public Health Service ) ard
hia service ldentification number, in
lien of the reglstration number of the
practitioner reguired by thia section.
The sarvice ldentification namber for a
Public Health Bervice employves 1z his
Boclal Becurity identification number.
Each prescription shall have the name
of the officer atamped. ty¥ped., or
handprinted on it, az well as the sigha-
ture of the officer.

[% FER 7780, Apr. 24, 1971, as amended at 35
FE 18723, Sept 21, 1971 Radssignatsd at 33
FE Zesid, Sept. 34, 1973, and amended at &0
FE 365841, July 18, 1%¢05; 62 FR 13866, Mar 24,
16807 70 FR 36342, June, 23, 2005]

5 130606 Persons entitled to fill pre-
seriptlons.

A preacription for a controlled sub-
atance may only be fillad by a phar-
maciat, acting in the nenal course of
his professional practice and elther
registared individually or employed in
a registerad pharmacy., a reglstored
cantral fill pharmacy. or recsistered in-
atitutional practitioner.

[63 FE 57410, Juns 24, 2002, as amended at 70
FE 38843, Juns 38, 2000]

S 130607 Administering or dispensing
of narcotic drugs.

(a) & practitionsr may administer or
dispense directly (but not prescribe) a
narcotic drug listed in any achedule to
a narcotlic dependant peraon for the
purpose of malhtenance or detoxzifica-
tion  treatment 1if the practitioner
meets both of the following conditions:

(1) The practitioner s separately regs-
laterad with DEA as a narcotic treat-
ment prograimn.

(2} The practitioner ie in compliance
with DEA regsulations regarding treat-
ment gualifications, sscurity. records,
and nnsupervised nae of the druge pur-
suant to the Act.

(1) Mothinge in this section shall pro-
hibit a phyeiclan who Is not specifi-
cally recistered to conduct a narcotic
treatment program from administering
{but not prescribing) narcotic drogse to
a persch for the purpose of relleving



Drug Enforcernent Administration, Jusfice

acnte withdrawal symptoms when nec-
aEpary while arransements are belng
made for referral for treatment. Mot
more than one day's medicatlon may
be administered to the person or for
the perscn’s use at one time. Such
amercency treatment may be carried
out for not more than three daye and
may not be renewead or extanded.

(o) This saction 1 not intended to 1m-
pose any limitations on a physiclan or
authorized hoepital ataff Lo administer
or diapense narcotic drugs in a hospital
to maintain or detoxify a person as arn
incidental adfunct to medical or asur-
gleal treatment of conditions other
than addiction, or to administer or dis-
penss hnarcotic drugs to persons with
intractable pain in which no relief or
cure la possible or nons has been found
after reagonable afforte.

(1) A practitioner may administar or
dizpenss  (including prescribe)l any
Behednls ITT, IV, or V narcotlc drmg ap-
proved by the Food and Druge Adminis-
tration specifically for use i mainte-
nances or detoxification treatment to a
narcotic dependent person if the practi-
tloner complies with the reguirementa
of §1501.28 of this chapter.

[38 FR 37866, Oct. 23, 1974, as amended at 70
FE 26844, Juns 33, 2003]

CoONTROLLED BUBRSTANCES LISTED IN
AC0HEDULE IT

21306.11 Reguirement of prescription.

(a) A pharmacist may dispenss di-
rectly a controlled subetance liated in
SBcheduls II, which 12 a prescription
drug as determined under the Federal
Food, Drug, and Cosmetic Act, only
pursnant to a written prescription
glened by the practiticner, except as
provided in paragraph (d) of this asc-
tlon. A prescription for a Schedule IT
controlled substance may be trans-
mitted by the practitioner or the prac-
titioner's agent to a pharmacy via fac-
simile equipment, provided that the
original written, signed prescription is
presented to the pharmacist for review
prior to the actual dispensing of the
controlled substance, except as notad
in paracraph (=), ifj, or (gl of this sec-
tion. The original presceripticn shall be
maintained in accordancs with
§1304.040 ) of this chapter.

g8l
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(b} An individual practitioner mawv
administer or dispense directly a con-
trolled snbstance listed in Bcheduls IT
in the course of his professional prac-
tice without a prescription. subject to
§130&.07.

(o) An inetitutional practitioner may
administer or dispense directly (bat
not prescribe) a controlled subastance
listed in Schedule II only pursuant to a
written prescription signed by the pre-
acribinge individual practitioner or to
an order for maedication made by an in-
dividual practitioner which 1is dis-
pensed for immediates administration
to the nltimate nsar.

(d) In the case of an emergency situa-
tion, az defined by the Sscretary in
§200.10 of this title, a pharmacist may
dispense a controlled substance liatad
in Schednle IT upon recelving oral au-
thorization of a prescribing individual
practitionser, provided that:

(1) The gquantity prescribed and dia-
pensaed 1s lmited to the amount ade-
quate to treat the patient duaring the
amergancy period (dispensing bayornd
the emergency period must he pursnant
to a written prescription signed by the
prescribing individuoal practitioner);

(27 The prescription ahall be imme-
diately reduced to writinge by the phar-
maciat arnd shall contain all informa-
tion reguired in §1306.06, excapt for the
alenature of the prescribing individual
practltioner:

(3 If the prescribing individual prac-
titlioner 1= not known to the phar-
maciat, he must make a reasonable ef-
fort to determine that the oral anthor-
lzation came from a regilstered indi-
vidual practitioner. which may include
a callback to the prescribing individual
practitioner naing his phone number as
listed in the telephone directory and'or
other good falth efforts to insuare his
identity: and

(43 Within 7 days after anthorizing an
emergency oral prescription., the pre-
acribing individual practitioner shall
canse a written prescription for the
emergaency quantity prescribed to be
deliverad to the dispensine pharmacist.
In addition to conforminge to the re-
quirements of §1308.05, the prescription
shall have written on ite face “*Author-
lzation for Emergency Dispensing.”
arnid the date of the oral order. The
written prescription may b= dellverad
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to the pharmacist in person or by mail,
but if delivered by maill it mnst be
postimarked within the 7 day period.
Upon recelpt, the dispensing phar-
maciat ahall attach this prescription to
the oral emergency prescription which
had earlier been reduced to writing.
The pharmacist shall notify the near-
et office of the Administraticn if the
prescribine  individual  practitioner
fails to deliver a written prescription
to him: faillure of the pharmaciat to do
20 shall vold the authority conferred
by this paragraph to dispense withont
a written prescription of a prescribing
individual practitioner.

(51 Central fill pharmacies shall not
be anthorized nnder this paragraph to
prepare prescriptions for a controlled
enbstance llated in Schednle IT npon re-
celving an oral aunthorizaticn from a
retall pharmacist or an individual
practitionar.

(e} A prescription prepared in accord-
ance with §1306.056 written for a Sched-
ule II narcotic substance to be com-
pounded for the direct administraticn
o a patient by parenteral, intra-
venons, lntramuscnlar, suobeoutaneons
or intraspinal infuosion may be trans-
mitted by the practitioner or the prac-
titioner's agent to the pharmacy by
faceimile. The facsimile ssrves as the
original written prescription for pur-
poseg of this paracraph (e) and it shall
be maintained 1in accordance with
§1304.04'h) of this chapter.

(f} & prescription prepared in aceord-
ance with §1206.05 written for Schedule
IT subatance for a resident of a Lohg
Term Care Facllity may be ftrans-
mittad by the practitioner or the prac-
titioner's agent to the dispensing phar-
macy by facsimile. The facsimile
sarves as the original written prescrip-
tlon for purposss of this paragraph (f)
and it shall be malntained in accord-
ance with §1304.04(h ).

(=) A prescription prepared in accord-
ance with §1306.056 written for a Sched-
ule Il narcotic subatance for a patient
anralled in a hoaploce care progtaln car-
tifled and/or pald for by Medicare under
Title XVIII or a hosplce program which
la llcensed by the state may be trans-
mittad by the practitioner or the prac-
titioner's agent to the dispensing phar-
macy by facsimile. The practitionser or
the practitioner's agent will note on

a2
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the prescription that the patient ie a
hosplee patient. The faceimille servea as
the orlginal written prescription for
purposas of this paracraph (g and it
shall be maintained in accordance with
§1304.04¢h).

[ FE 7780, Ape. 24, 1971, a2 amended at 34
FE 18733, Sept. 2. 1971, Radssignatsd at 38
FE 26500, Sapt. 34, 1973 and amsnds=d at 53 FR
4054, Feb, 10, 1083; 59 FRE 26111, May 19, 1984
o8 FER 30832, June 15, 1804; 62 FE 13864, Mar.
24, 1887 65 FR 40713, July 35, 2000, 63 FE 37410,
June 2, 2003]

4 130 12
The refilling of a prescription for a

contralled substance listad in Schadnula
II iz prohibited.

4130613

tions.

(a) The partial filling of a prescrip-
tion for a controlled substance liated in
Acheduls IT 12 permissiblae, if the phar-
maciat 1s unable Lo supply the fuall
gquantity called for in a written or
amergency oral prescription and he
makes a notation of the gquantity aup-
plied on the face of the written pre-
acription (or written record of the
emergency oral prescription). The re-
maininge portion of the prescription
may be filled within 72 hours of the
fivet partial filling; however, 1f the re-
maininge portion i=2 not or canncot be
filled within the 72-hour period. the
pharmaciat shall so notify the pre-
acriblne  individual practitioner. Mo
further guantity may be supplied be-
vord 72 hours without a new prescrip-
tlon.

() A prescription for a Bchedule IT
controlled substance written for a pa-
tient in a Long Term Care Facility
(LTCEF) or for a patlient with a medical
diasnosls documenting a terminal 111-
nesa may be filled in partial quantities
to include individual dosagze units. IF
there la any question whether a patient
may be clasaified as having a terminal
illness, the pharmacist muoast contact
the practitioner prior to partially fill-
ing the prescription. Both the phar-
maciat and the prescribing practitioner
have a corresponding responsibility to
azgura that the controlled snbstance is
for a terminally i1l patient. The phar-
maciat muet record on the prescription
whether the patient ls “terminally 111'°

Refilling prescriptions.

Partial filling of prescrip-
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or an “LTCF patient.” A prescriptici
that 1s partially filled and does not
contain the notation “‘terminally 1117
or “LTCFE patient’ shall be desmed to
hawe been filled in viclation of the Act.
For each partial filling, the dispensing
pharmaciat shall record on the baclk of
the prescription {or on another appro-
priate record, nniformly malntained,
and readily retrievable) the date of the
partial filling, guantity dispensed, re-
maining quantity authorized to be dia-
peraed, and the identification of the
dizpensing pharmacist. The total guan-
tity of Schedule II controlled sul-
stances dispensed in all partial fillings=
must noet excead the total quantity pre-
acribed. Schednle II prescriptions for
patienta in a LTCF or patients with a
medical diaghnosies documentinge a ter-
minal 1llness shall be valid for a period
not to excead 80 daya from the lssue
date nnless aoconer ternmdnatad by the
discontinuance of medicatlon.

(c) Information pertaining to current
Zchednle II prescriptions for patienta
in a LTCF or for patients with a med-
lcal dlagnosis documenting a terminal
illness may be maintained in a compuat-
arized svstem 1f this system has the ca-
pabllity to permit:

(1y Output (display or printout) of the
original prescription number, date of
leane, ldentification of prescribing indi-
vidual practitioner, ldentification of
patient. address of the LTCEF or addreas
of the hosplital or residence of the pa-
tHent, ldentification of medication au-
thorized (to include doszage, form,
strength and guantity), listing of the
partial fillings that have been dia-
penaed under each prescription and the
information reguired in § 130613000,

2y Immediate (real time) updatinge of
the prescription record each time a
partial filling of the prescription is
condnctad.

(3 Ratrieval of partially filled Sched-
nle II prescription information ia the
same as reguired by §1306.2270) (4) and
(6) for Schedule IIT and IV prescription
refill information.

{Anthority: 21 TD8.C 81, &f zeg.)

[38 FR 7780, Apr. 24, 15971, Redssiznated at 38
FE 26608, Bept. 24, 1673, and amendsd at 45
FE 54330, July 1o, 1080; 06 FE 39027, Juns &,
14491; 42 FR 13065, Mar 24, 1807]
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$1306.14 Labeling of substances and
filling of prescriptions.

{a) The pharmacist filling a written
or emergency oral prescription for a
controlled substance leted in Scheduls
II shall affix to the package a label
showine date of filling, the pharmacy
name and address, the serial number of
the prescription, the name of the pa-
tient, the name of the prescribine prac-
titloner, and directions for uss and
cautionary astatements, if anyv. con-
talned in such prescription or reguired
by law.

(L) If the prescription is filled at a
central fill pharmacy, the central f£ill
pharmacy shall affix to the package a
label eshowing the retall pharmacy
name and addresa and a onlgne identi-
fier, (fe. the central fill pharmacy's
DEA registration pumber) indicating
that the prescription waa filled at the
cantral fill pharmacy, In addition to
the information reqguired under para-
eraph (a) of this section.

(o) The requirements of paragraph (a)
of thia sectlon do not apply when a
controlled substance leted in Scheduls
II 18 prescribed for administration to
an ultimate uear who 1s institntional-
ized: Prowvided, That:

(1) Mot more than 7-day supply of the
controlled substance lstad in Schedule
II ia dizpensad at one time:

(27 The controlled subatance listed in
Bchedule IT 1 not in the possassion of
the nultimate user prior to the adminis-
tration;

(%) The institution malntaines appro-
priate safernards and records regarding
the proper administration, control, dia-
pensing, and storaze of the controlled
substance liated in Schedunls IT; and

(4) The system emplored by the phar-
maciat in fillilng a prescription is ade-
quate to ldentify the esupplier. the
product, and the patient. and to set
forth the directions for use and can-
tlonary statements, if any. contalned
in the prescription or required by law.

(d) All written prescriptions and
written records of emergency oral pre-
acriptions shall be kept in accordance
with requirements of §1304.04(h) of this
chaptar,

[ FE 13363, July 21, 1571, a=s amsndsd at 37
FE 1n821, Ang. 8. 1972 Badesignated at 38 FE
26600, Hepo, 24, 1973, as amended at 62 FR
12065, Mar, 34, 1907; 83 FE 37410, Juns 24, 3002]
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2 1306.15 Provision of prescription in-
formation between reta phar-
macies and central fill pharmacies
for prescriptions of Schedule Il con-
trolled substances.

Prescription information may be pro-
vided to an anthorized central 111 phar-
macy by a retaill pharmacy for dis-
pensinge purposes,. The followlng re-
gquirementa ashall alao apply:

(a) Prescriptions for controlled sul-
stances llated in Schednle II may be
transmitted electronically from a re-
tall pharmacy to a central fill phar-
macy including via facsimile. The re-
tall pharmacy transmitting the pre-
scription information must.:

(1) Write the word “CENTRAL FILL™
on the face of the original prescription
and record the name, address, and DEA
reglstration number of the central fill
pharmacy to which the prescripticn
has beesn transmittad and, the name of
the retall pharmacy pharmacist trans-
mitting the prescription. and the date
of transmittal;

(2) Ensure that all information re-
gquired to ba on a prescriptlion pursuant
to Bection 1206.05 of this part ls trans-
mittad to the central fill pharmacy (eil-
ther on the face of the prescription or
in the electronic transmission of infor-
mation);

(3) Maintain the orlginal prescription
for a period of two veara from the date
the prescription waa fillad;

4y Keep a record of recelpt of the
filled prescription. including the date
of recelpt, the method of delivery (pri-
vate, common or contract carrier) and
the naime of the retail pharmacy em-
ploves accepting delivery.

by The central fill pharmacy receiv-
ing the transmitted prescription muast:

(1) Keep a copy of the prescription (if
sant via facsimile) or an electronde
record of all the information trans-
mittad by the retall pharmacy, includ-
ing the name, address, and DEA pog-
latration number of the retall phar-
macy transmitting the prescription:

(2) Keep a record of the date of re-
celpt of the transmitted prescription,
the name of the pharmacist filllnge the
prescription. and the date of filline of
the prescription;

(3) Keep a record of the date the filled
prescription was delivered to the retail
pharmacy and the method of delivery

21 CFR Ch. Il (4-1-06 Edition)

(t.e. private, common or contract car-
rier).

[623 FE 27410, June 34, 3003]

CONTROLLED SUBSTANCES LIRTED IN
SogEpvLE:s III, IV, axn W

5130621 Requirement of prescription.

(a) A pharmacist may dispense di-
rectly a controllad subatance listed in
Bchedule I IV, or V which 18 a pre-
aeription drug as determined under the
Faderal Food, Drug, and Cosmetic Act,
only pursuant to elther a written pre-
seription signed by a practitioner or a
facsimile of a written, aigned prescrip-
tion transmitted by the practitioner or
the practitioner’s agent to the phar-
macy o purauant to an oral prescrip-
tion made by an individual practitioner
and promptly redunced to writing by the
pharmacisat containing all information
required in §1306.06, except for the sig-
nature of the practitioner.

(b) An individoal practitioner may
administer or dispense directly a con-
trolled subetance listed in Schedule IIT,
IV, or ¥V in the couras of hisher profea-
slonal practice withont a prescription.
aubject to § 130607,

(o) An instituticnal practitioner may
administer or dispense directly (but
not prescribe) a controlled substance
listed in Bcheduls III, IV, or ¥V only
pursuant to a written prescription
alened by an individual practitioner, or
pursuant to a facsimile of a written
prescription or order for medication
transmitted by the practitioner or the
practitioners agent to the institu-
tional practitioner-pharmacist, or par-
suant to an oral prescription mads by
an individual practitioner and prompt-
1y reduced to writihe by the phar-
maciat (containinge all information re-
gquirad in Bection 1306.05 excopt for the
alenature of the individual practi-
tioner), or pursuant to an order for
medication made by an individoal
practitioner which is dispensed for im-
mediate administration to the unlti-
mate usar, aubject to § 1306.07,

[E2 FE. 153860, Mar 24, 1847
5130622 Refilling of prescriptions.

(a) Mo prescription for a controlled
anbstance listed in Scheduale IIT or IV
shall be filled or refilled more than slx
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months after the date on which such
prescription was issuned and no such
prescription authorized to be refilled
may be refilled more than five times.
Bach refilling of a prescription shall be
enterad on the bacl of the prescription
or on ancther appropriate docarment. If
enterad on another document, such as
a medication record, the document
must  be uniformly meaedintained and
readily retrievable. The following in-
formaticn must be retrievable by the
prescription number conaslsting of the
name and doesage form of the controlled
snbetance, the date filled or refilled,
the guantity dispensed. initials of the
dispensing pharmacist for each refill,
and the total number of refills for that
prescription. If the pharmacist merely
initiale and dates the back of the pre-
scription it shall be deemed that the
full face amonnt of the prescription has
bean dispensed. The prescribing practi-
tloner may aunthorize additional refills
af Beheduls IIT or IV controlled sulb-
astances on the original prescription
through an oral refill anthorization
transmitted to the pharmaclst pro-
vided the followinge conditions are met:

(1) The total guantity anthorized. in-
cluding the armount of the original pre-
acription, does not ezcead five refilla
nor extend beyvond alx months from the
date of lssne of the original prescrip-
tion.

(2) The pharmacist obtalning the oral
aunthorization records on the reverse of
the original prescription the dats,
gquantity of refill, number of additional
refills anthorized, and initials the pre-
acription showing who recelved the an-
thorization from the prescribing prac-
titioner who isaued the original pre-
acription.

(3) The guantity of each additional
refill authorized is equal to or less than
the gquantity authorized for the initial
filling of the original prescription.

(4) The preascribing practitioner must
axacute a new and separate prescrip-
tlon for any additional guantities be-
vond the five refill, siz-month limita-
tion.

(b} As an alternative to the proce-
dures provided by snbsection (a), an
auntomated data processing svetemn may
be used for the atorage and retrieval of
refill information for prescription or-
ders for controlled substances 1o

85

§1306.22

Bochedule IIT and IV, subject to the fol-
lowing conditions:

(1) Any such proposed computerized
aystem must provide on-line retrieval
{via CRET display or hard-copy print-
out) of original prescription order in-
formation for those prescription orders
which are currently authorized for re-
filling. This shall include, but is not
limited to, data such as the original
prescription number, date of lsanance
of the original prescription order by
the practitioner, full name and address
of the patient, name, address, and DEA
registration number of the practi-
tioner, and the name. strength, dosage
form. guantity of the controlled asub-
atance preacribed {and quantity dis-
pensed 1f different from the gunantity
prescribed), and the total mamber of re-
fills aunthorized by the prescribing prac-
titloner.

2y Any such proposed computerized
aystem muat aleos provide on-line re-
trieval (via CRT dieplay or hard-copy
printont) of the current refill history
for Schedule ITT or IV controlled sub-
atance prescription orders (those aua-
thorized for refill durine the past aix
montha.) This refill history shall in-
clude, but is not lHmited to, the name
of the controlled substance, the datae of
refill, the guantity dispensad, the iden-
tification code, or name or initials of
the dispensing pharmacist for each re-
fill and the total number of refilla dis-
pensed to date for that prescription
ordar.

(4 Docnmentation of the fact that
the refill information entered into the
computer each time a pharmacist re-
fills an original prescription order for a
Acheduls ITT or IV controlled substance
ia correct must be provided by the indi-
vidunal pharmaciet who malies use of
auch a aystem. If such a aystem pro-
videa a hard-copy printout of each
daz's controlled enbstance prescription
order refill data, that printout shall be
verified, dated, and signaed by the indi-
vidunal pharmacist who refillad such a
prescription  opder. The individual
pharmaciat muat verify that the data
indicated is correct and then =sign this
document in the same mannsr as he
wonld slen a check or legal document
(a.g., J. H. Bmith, or John H. Smith).
This document shall be maintained in a
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saparate file at that pharmacy for a pe-
riod of two years from the dispensing
data. This printout of the day’a con-
trollaed snbetance preacription order re-
fil1l data must be provided to each phar-
macy naing such a computerized aye-
tem within 72 hours of the date an
which the refill was dlapensad. It muat
be werified and signed by each phar-
maciat who ia inwvolved with such dis-
penaine. In llen of such a printout, the
pharmacy ghall malntain o bound log
book, or saparate file, in which each in-
dividual pharmaciat involved in such
dispensinge shall slen a astatement (in
the manner previouely described) each
daw, attesting to the fact that the refill
information entered into the computer
that day haa been reviewad by him and
la correct as shown. Such a book or file
must be malntalned at the pharmacy
employinge such a system for a period
of two vears after the date of dia-
penainge the appropriately authorized
rafill.

4y Any such computerized systam
shall have the capabllity of producinge a
printout of any refill data which the
uear pharmacy la responsible for main-
taining under the Act and its imple-
menting regulations. For example, thia
wonld inclunde a refill-by-refill andit
trall for any specified strength and dos-
age form of any controlled substance
{lvy elther brand or gehnerie name or
both). Buch a printont muet include
names of the preacribing practitioner,
name and address of the patient. guar-
tity dispensed on each refill, date of
dispensinge for each refill, name or
ldentification code of the dispensing
pharmacisat, and the number of the
original prescription order. In any
computerized systom employved by a
uzar  pharmacy the central record-
keeping location must be capable of
sandinge the printout to the pharmacy
within 48 hours, and if a DEA Special
Apent or Diversion Investigator re-
gqueats a copy of auch printout from the
uzar pharmacy, it must, 1f regunested to
do so by the Agent or Investigator,
verify the printout transmittal capa-
bility of ite system by documentation
(e, poatmark).

(57 In the event that a pharmacy
which employFe anch a computerized
ayatem experiences aystem down-time,
the pharmacy must have an anxiliary

a5

21 CFR Ch. Il (4-1-06 Edition)

procadure which will be uesad for docu-
mentation of refills oz Scheadnle ITT and
IV controlled suobstance prescription
ordera. This auzillary procedurs muat
inaure that refills are anthorizad by
the orlginal prescription order, that
the mazimum namber of refills has not
been exceadad, and that all of the ap-
propriate data is retained for on-line
data entry as acon as the computer ays-
tem 1= avallable for nse asaln.

() When filine refill information for
original prezcription orders for Sched-
ule IIT or IV controlled suabstances, a
pharmacy may use only one of the two
aystemsa described in paragrapha (a) or
() of this section.

[38 FE 7788, Apr. 24, 1671; 36 FE. 15386, July 21,
1571, HRedssignated at 38 FR 26808, Sapt. 24,
1972, and amendsd at 42 FE 283870, Juns &6,
1577; 40 FR 44268, July 1, 1980; o2 FER 380%, Fseh,
o, 1987; 62 FE. 12065, Mar, 24, 1957]

4 130628
tions.
The partial filling of a prescription
for a controlled smbstance listed in
Boheduls ITI, IV, or V ols permissible,
provided that:

(a) BEach partial filling ie recorded in
the same manner as a refilling,

() The total guantity dispensed in
all partial fillings dosa not excesd the
total quantity prescribad, and

(o) Mo dispensing ocours after &
months after the date on which the
prescription was lsaned.

[ FE 18733, Sept. 2, 1971, Hadesignated at
3k FER Jea0d, Sapt 24 1972, and amendsd at 51
FE 5320, Feh, 13, 1986, 62 FE 12065, MMar 24,
1647]

5130624 Labeling of substances and
filing of prescriptions.

(a) The pharmacist filline a prescrip-
tion for o controlled substance listed in
Boheduls ITT, IV, or V shall affix to the
package a label showing the pharmacy
name ard addresa, the serial number
and date of initial filling, the name of
the patient, the name of the practi-
tioner isening the prescription. and di-
rectiona for nse and cantionary stote-
ments, 1f any, contained in such pre-
acription as required by law.

(L) If the prescription is filled at a
cantral fill pharmacy. the central fill
pharmacy shall affix to the package a
label showinge the retall pharmacy

Partial filling of prescrip-
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name and address and a unigune idanti-
fler, ii.e. the central fill pharmacy's
DEA registration number) indicating
that the prescription was filled at the
central fill pharmacy. in addition to
the information reqgquired under para-
graph {a) of this saction.

{e) The reguirements of paragraph (a)
of this section do not apply when a
controlled asubstance listed in Schedale
IIT, IV, or WV is prescribed for adminis-
tration to an nltimate neger who il in-
stituticnalized: Provided, That:

(13 Mot more than a 34-day supply or
100 dosages unlts, whichever is leas, of
the controllad snbetance listed in
Behednls ITI, IV, or V oila dispensed at
one time:

(23 The controllad snbatance listed in
Beheduls III, IV, or V is not in the pos-
sapalon of the ulblmate user prior to
administration;

(3) The institution maintains appro-
priate safoeguards ard records the prop-
ar administration, control, dispensing,
and storage of the controlled substance
listed in Schedule IIT, IV, or V; and

{43 The aystem employed by the phar-
maciat in filline a prescription is ade-
gquate to 1ldentify the supplisr. the
product and the patient. and to set
forth the directions for uss and can-
tlonary statements, 1f any, contalned
in the prescription or required by law.

(1) All prescripticns for controlled
snbatances listed in Schedules IIT, IV,
and V shall b kept in accordance with
§1304.04(h) of thia chapter.

[62 FE 13060, Mar. 24, 10807, az amesnded at 88
FE 27411, Juns 24, 3003]

S1306.25 Transfer between pharmacies
of prescription information for
S2chedules I 1V, and ¥V controlled

substances for refill purposes.

ia) The transfer of original prescrip-
tion information for a controlled sub-
stance lleted in Schednles ITT, IV or WV
for the purposs of refill dispensing is
pertmizsible between pharmaciez on a
one time basie only. However, phar-
macies electromndcally sharing a real-
time, on-line databass may transfer up
to the maximum refills permittaed by
law and the prescriber's authorization.
Transfersa are subject to the followling
requiremernts:

i1y The transfer ia communicated di-
ractly between two licensad phar-

a7
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maciats and the transferring phar-
maciat records the following informa-
tion:

1y Write the word -VOID" on the
face of the invalidated preacription.

11y Record on the reverss of the in-
validated prescription the name, ad-
dresa and DEA registration number of
the pharmacy to which it was trans-
ferred and the name of the pharmaciat
receiving the prescription information.

111y Record the date of the transfer
and the name of the pharmacist trans-
farring the information.

() The pharmaciat recelving the
tranaferred prescription information
ahall redoce to writing the following:

(1) Write the word “‘transfor” on the
face of the transferred prescription.

(27 Provide all information reguired
to be on a prescription pursuant to 21
CEFER 1206.05 and includs:

(1) Date of lssuance of original pre-
acription;

(111 Original number of refilla authaor-
ized on original prescription;

(111 Date of original dispensing;

(1) Number of valid refilla remaimning
and datels) and locations of previous
refillia):

(¥) Pharmacy’a name, address, DEA
registration number and prescription
number from which the prescription in-
formation was transferred;

(vl) Mame of pharmacist who trans-
ferred the prescriptiorn.

(vily Pharmacy's name, addresa, DEA
reglstration number and prescription
numbear from which the prescription
waa originally filled:

(3) The original and transferred pre-
acriptionia) must be maintained for a
period of two vears from the date of
last refill.

(o) Pharmaciea electronically accoaa-
ing the same prescription recomd muaat
satiafy all information requirements of
a manual mode for prescription
tranaferral.

(d) The procedure allowing the trans-
for of prescription information for re-
fill purposasa ia permisaible only 1f al-
lowable under existing state or other
applicable law.

[46 FE 48018, Ges. 5, 18981, Redssisnated and
armsndad at 62 FR 13556, Mar 34, 1847]
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130626 IDispensing without prescrip-
tion.
A controlled substance llsted in

Schedules IT, IIT, IV, or V which is not
a  prescription druge as  determined
under the Faderal Food, Drug. and Cos-
metic Act, may be dispensed by a phar-
macisat without a prescription to a pur-
chaser at retall. provided that:

(a) Such dispensine is mads only by a
rharmaciet (as defined in part 1300 of
thia chapter), and not by a nonphar-
macist emploves even 1if under the au-
pervigion of a pharmacist (although
after the pharmaciet has fulfilled his
profesaional and legal responsibilities
sat. forth in this section. the actual
cash, credit transaction., or delivery,
may be completed by a nonphar-
maciaty;

() Mot more than 240 co. (8 ounces) of
any such controlled sulstance oon-
taining opium, nor more than 120 co. (4
ouncezl of any other such controlled
sunbstance nor more than 42 dosacge
unita of any such controlled substance
containing oplum. nor more than 24
dosage units of any other such con-
trolled substance may be dispensed at
retail to the same purchaser in any
given 48-hour pariod;

(c) The purchaser 1= at least 18 veara
of ace;

(d) The pharmacist reguires avery
purchasar of a controlled substance
under this section not known to him to
furnish auitable identification (inelud-
ing proof of ace wheaere appropriate);

(i A bound record book for dis-
penainge of controlled subatancesz under
thia section is mailntained by the phar-
maciat, which boolk shall contain the
name and address of the purchaser, the
name and gunantity of controlled sub-
astance purchased, the date of each pur-
chase, and the name or initials of the
pharmacist wheo dispensed the sub-
atance to the purchaser (the boolk shall
be maintained in accordance with the
recordikesping reguirement of §1304.04
of this chapter); and

(f} A preacription is not reguired for
distributicon or dispensinge of the sub-
sbance pursuant to any other Federal,
Btate or local law.

() Clentral fill pharmacies may not
dispense controlled substances to a

as

21 CFR Ch. Il (4-1-06 Edlition)

purchasar at retall pursuant to this
aection.

[26 FR 7780, Apr. 24, 1871, as amsnded ak 25
FE 18733, Sspt 21, 1971, Redesignacsd at 33
FE 26808, B8Sspk 24, 18073, and farthsr
redesisated and amended at 82 FE. 13065, Mar,
24, 1807, 68 FR 27411, Juns 24, 3003

§ 130627 Provision of prescription in-
formation between retm phar-
macies and central fill pharmacies
for initial and refill prescriptions of
Schedule 11 IV, or V controlled

suhstances.

Presceription information may be pro-
vided to an antherized central fill phar-
macy by a retall pharmacy for dis-
pen=sing  purposes. The followinge re-
quirements shall aleo apply:

(a) Prescriptions for controlled sub-
atances listed in Scheduls ITI, TV or W
may be transmitted electronically
from a retall pharmacy to a central £111
pharmacy including via facsimile. The
retall pharmacy transmittinge the pre-
seription information must:

(1) Write the word “CENTRAL FILL."
on the face of the original prescription
and record the name, address, and DEA
registration number of the central fill
pharmacy to which the prescription
has besn tranamitted and the name of
the retall pharmacy pharmacist trans-
mitting the prescription, and the date
of tranemittal;

(2} Ensure that all information re-
guired to b= on a prescription purauant
to §1806.06 of this part 18 transmitted
to the central fill pharmacy (elther on
the face of the prescription or in the
alectronic  transmission of informea-
tlon);

(31 Indicate in the information trars-
mitted the number of refills alreadys
dispensed and the number of refills re-
mairirg;

(41 Maintain the original prescription
for a period of two years from the date
the prescription was last refillad;

(5] Eeep a record of receipt of the
filled prescription, includinge the date
of recaipt, the method of delivery (pri-
vaba, commmon of contract carrier) arnd
the name of the retall pharmacy em-
ploves accepting delivery.

() The central fill pharmacy recaiv-
ing the transmitted prescripticn must:

(1) Eeaep a copy of the prescription (if
sent via facsimile) or an electronic
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record of all the information trane-
mittad by the retail pharmacy, includ-
ing the name, address, and DEA reg-
letration number of the retall phar-
macy transmittine the prescription:

(2) Keep o record of the date of re-
celpt of the transmitted prescription,
the name of the licensed pharmacist
filling the prescription. and dates of
filling or refilling of the prescription;

(2 Eeap a record of the date the fillad
prescription was deliversd to the retail
rharmacy and the method of delivery
(f.e. private, comimon or contract car-
rier).

[68 FE 37411, -Tune 24, 3003]
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Any term contained in this part shall
have the definition set forth in section
102 of the Act (21 TILE.C. BO2Y or part
1200 of this chaptar.

[62 FE 120686, Mar. 34, 1007]

Definitions.

&1307.11

5 1307.02 Application of State law and
other Federal law.

Nothing in thie chapter shall be con-
atrued as aunthorizing or permitting
any person to do any act whichh such
person 1s not anthorized or permitted
to do nnder other Federal laws or obli-
gatlons under international treatiss,
conventions or protocols, or under the
law of the State in which he'she desires
to do sach act nor shall compliance
with such parts be construed as cormpli-
ance with other Federal or State laws
unless expressly provided in such other
laws.

[62 FE 13086, Mar. 34, 1007]

5130703 Excepitions to regulations

Any person may apply for an excep-
tion to the application of any provislon
of this chapter by fililhe a written re-
quest stating the reasons for such ex-
caption. Beguests shall be filed with
the Administrator, Drug Enforcement
Administration, Department of Jua-
tice, Washington, I 20537, The Admin-
latrator may grant an exception in his
discretion, but in no case shall he'she
be reguired to grant an exception to
any peraon which is otherwize reguired
by law or the regulations cltad in this
aaction.

[62 PR 13066 Mar 34, 1697]

AprECIAL EXCEPTIONE FOR MANUFACTURE
AND DIBTRIEUTION oF CoONTROLLED
BUBSTANCES

5 1307.11 Distribution by dispenser to
ancther practitioner or reverse dis-
tribuator.

(a) A practitioner who iz regilstered
to dispenss a controlled subatance may
distribute (without being reglatered to
distribute) a gquantity of such sub-
atance to—

(1) Another practitioner for the pur-
poss of general dispensing by the prac-
titloner to patients, provided that—

(1) The practitioner to whom the con-
trolled snbatance ia to be distributed is
reglstared under the Act to dispense
that controllad subatarcs;

11y The distribution is recorded by
the distributine practitioner in accord-
ance with §1304.22(c) of this chapter
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and by the receiving practitioner in ac-
cordance with §1304.23(c) of this chap-
tar;

(iiiy If the substance 1= listed in
Bchedule I or I, an order form s nsad
az reguired in part 1305 of this chapter;
ard

(1v) The total number of dosage unita
of all controlled subatances distributed
by the practitioner pursuant to thias
saction and § 1301.25 of this chapter dur-
ing each calendar year in which the
practitioner is reglatered to dispense
does not exceed 5 percent of the total
number of dosage units of all con-
trolled substances distribuated and dis-
penaed by the practitioner during the
same calendar year.

2y A reverse distributor who ls reg-
latered to recelve such controlled sub-
stances.

(b) If, durlng any calendar year in
which the practitioner le reglatered to
dispenss, the practitioner has reason to
believe that the total number of dosase
nnita of all controllad sobstances
which will be distributed by him puraa-
ant to paragraph (a)l) of this section
and §1301.25 of this chapter will ezcead
&6 percent of thia total number of doa-
age unlta of all controlled substances
distributed and dispensed by him doar-
ing that calendar year, the practitioner
shall obtaln a reclatration to datribute
controlled substances.

() The distributions that a reg-
laterad retaill pharmacy makes to anto-
mataed dispensing syetems at long term
care facilitles for which the retadl
pharmacy also holds reglstrations do
nat conunt toward the 5 percent linmit in
paracraphsa (ai 11w and (k) of thia sec-
tlon.

[68 FE 4123, July 11, 2003, as amendsd at 70
FE 50466, May 15, 5005]

5180712 Distribution
manufacturer.

(a) Any perscn lawinully in possession
of a controlled substance listed in any
achadule may distribute (without belng
registered to distribute) that subsatance
to the person from whom he/ishe ob-
tained 1t or to the manufacturer of the
sulbstance, or, 1if desienated, to the
manufacturer's regiatered agent for ac-
ceptinge returns, provided that a writ-
ten record 1s malntailned which indi-
cates the date of the transaction. the

to supplier or
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nams, form and gunantity of the sub-
stancs, the name, addresa, and reg-
iatration nunmber, if any. of the peracn
making the distribation, and the name,
address, and registration mmmber. if
known, of the euopplisr or mannfac-
turer. In the case of returning a con-
trolled substance in Schednle I or IT, an
order form shall be used in the manner
prescribed in part 1305 of this chapter
and be maintained as the written
record of the transaction. Any peraocn
not reguired to reglster pursuant to
soctions 302(q) or 10091 of the Act
(21 5.0, 528(c) or 957(L1)) shall be ax-
ampt fron malntaining the records re-
guired by this section.

(L) DMatribations referred to in para-
eraph (a) may b made through a
freleht forwarding facility operatad by
the person to whom the controlled sub-
atance la belng returned provided that
prior arrangement has been made for
the return and the person making the
distribution delivers the controlled
substance directly to an agent or em-
ployes of the person to whom the con-
trolled enbstance e being returned.

[0 FE. 44878, July 19, 2E0; 88 FR 40828, July
an, 300, as smended ac 88 FR 41330, July 11,
20DE)

of

$1307.13 Incidental manufacture
controlled substances.

Any regletered manufacturer who, in-
cldentally but necesaarily. manufac-
tures a controlled substance as a reault
of the manufacture of a controlled aub-
atance or basic class of controllad anb-
atance for which he is registered and
has bean issued an individual mannfac-
turing guota pursuant to part 1303 of
this chapter (1f euch substance or class
ia listed in Schedule I or IT) shall be ex-
ampt from the reguirement of regilstra-
tlon pursunant to part 1301 of this chap-
ter and, if such incldentally mannfac-
tured substance is listed in Bcheduls T
or I, shall be exempt from the require-
ment of an individual manufacturinge
quota pursuant to part 1803 of this
chaptear, if ench snbatances are disposed
of in accordance with §1307.21.

[4 FE 7801, Apr. 24, 1571, Redssisnated at 248
FE 26608, Sspt. 24, 1973, and further redsaiz-
nated at 62 FR 13087, Mar, 24, 1907]



Drug Enforcerment Administration, Justice

DiesposAl OF CoNTROLLED SUBSTANCOES

21307.21 Procedure for
controlled substances,

(a) Any person in possession of any
controlled subatance and desiring or re-
gquired to dispose of such substance
may reguest asalstance from the Spe-
clal Agent in Charge of the Adminie-
tration in the area in which the person
ia located for authority and instroac-
tions to dispose of such subatance. The
reguest shonuld e made as foll ows:

1y If the person ie a reeslstrant, he'
sha shall list the controlled substance
ar substances which he/she desires to
dispose of on DEA Form 41, and enbnud t
three coples of that form to the Special
Apent in Charge in higher area; or

(23 If the perscn la not a registrant,
he/she shall submit toe the Special
Apgent in Charge a letter atating:

1y The name and addresa of the per-
BOn;

(117 The name and guantity of each
controlled subatance to be disposad of;

{111y How the applicant obtalned the
enbstance, if nown; and

(1v) The name, address, and registra-
tion number, if known, of the perascn

disposing of

who popasssed the controlled sul-
stances prior to  the applicant. 1if
nown.

() The Special Agent in Charge shall
authorize and instruct the applicant to
dispose of the controlled substance in
one of the following manneaersa:

1y By transfer to person registerad
under the Act and aunthorized to pos-
sape the snbatancsa;

2y By delivery to an agent of the Ad-
ministration or to the nearest office of
the Administration:

2y By destruction in the presence of
an agent of the Administration or
ather authorized peracn; or

(43 By such other means as the Spe-
clal Agent in Charge may detarmine to
azsule that the subatance does not be-
come avallable to unaunthorized per-
BONE,

(e} In the event that a regilstrant is
regquired recularly to dispose of con-
trollad substances, the Speclal Agent
in Charge may authorize the regiatrant
to dispose of ench snbstances, 1n ac-
cordance with paragraph () of this sec-
tion, without prior approval of the Ad-
ministration in each instance, on the
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condition that the reglstrant keep
records of such disposals and file pori-
odlc reporta with the Bpeclial Agent in
Charge summarizing the disposals
made by the registrant. In grantinge
auch authority, the SBpecial Agent in
Charge may place such conditions as he
decermna proper on the disposal of con-
trolled subatances, including the meth-
od of dleposal and the fregquency and
detall of reportsa.

(d) This section shall not = con-
atrued as affecting or altering in any
way the dieposal of controlled enlb-
atances through procedures provided in
laws and regulations adopted by any
Atate.

[3 FER 7801, Apr. 24, 1971, as amended at 37
FE 108332, Ang, 8 1873 Fadesignatsd at 38 FR
365060, Sept. 24, 1973, and amended at 47 FE
41735, Sapt. 23, 198%; 62 FER 153667, Mar, 24, 1957)

S 1307.22 Disposal of controlled suab-
stances by the Administration.

Any controlled subatance delivered
to the Administration ander § 1307.21 or
forfeitad pursuant to section 511 of the
Act (21 T8, 821 may be deliverad to
any department. burean, or other asen-
ow of the Tnited States or of any SAtate
npon proper application addressad o
the Administrator, Druge Enforcement
Administration, Department of Jus-
tice, Washington, I 205537 The applica-
tlon shall show the name, address, and
official title of the person or agency to
whom the controlled drugs are to be
deliverad. including the name and
quantity of the subatances desired and
the purpoze for which intended. The de-
livery of such controlled drugs shall be
ordered by the Administrator, if, in his
opindon, there existe a medical or sci-
entific need therefor.

[38 FE 7801, Apr. 24, 1971 Redssignated at 38
FE 26608, Sept, 24, 1973, as amendsd at £2 FER
12067, Mar, 24, 1067]

BAPECIAL EXEMPT PERSONE

4 1307.21

The listing of peyote as a controlled
aubstance in Scheduls I does not apply
to the nondrug use of pevote in bona
fide religlons ceremordes of the Native
American Church, and membeare of the
Native American Church aoc usine pe-
vote are exempt from resistration. Any
person who manufactures peyvote for or

Mative American Chorch.



	Device means an instrument, apparatus, implement, machine, contrivance, implant, in vitro reagent, or other similar or related article, including any component, part, or accessory, which is prescribed by a practitioner and dispensed by a pharmacist or other person authorized by law to do so.
	Medical order means a prescription, or chart order, or an order for pharmaceutical care issued by a practitioner.  
	   3. Other such notice as is appropriate.
	 8-006.03  Record Keeping Requirements
	 8-006.05  Controlled Substance Requirements:  A pharmacy that dispenses controlled substances must meet the following storage and inventory requirements.
	 8-006.06  Radiopharmaceutical Requirements

